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HOW TO USE THE FEDERAL REGISTER 

Seattle, Washington workshops on March 30 
and 31, 1977. Reservations required: Dorothy 
Clegg, 206-442-5556. 

(Details: 42 FR 11933, March 1, 1977) 


PART I: 


GOVERNMENT IN THE SUNSHINE ACT 

OFR announces 90 day trial program of special 
handling and formating for Sunshine Act meeting 
notices _.._____ 15482 


TRADE WITH SOUTHERN RHODESIA 

Executive order relating to shipment of chromium.. _ 15403 

COMPULSORY LICENSE FOR CABLE SYSTEMS 

Library of Congress/Copyright Office proposal revising 
copyright law; comments by 4-8-77 ..._ 15431 

CRUDE OIL 

FEA proposal amending "entitlements program** ... 15419 

CULTURALLY SIGNIFICANT PAINTINGS 

State publishes notice of loan agreement for temporary 
exhibition from USSR . 15485 

ENERGY CONSERVATION FOR APPLIANCES 

FEA prescribes test procedures for dishwashers; com* 
ments by 4-29-77 . 15423 

GOVERNMENT IN THE SUNSHIINE ACT 

The following agencies implement Act: 

Board for International Broadcasting, effective 3-12-77 15405 

FEC . 15459 

ITC 15474 

OSHRC . 15413 

NRC (2 documents) ___ 15486 

HEALTH MAINTENANCE ORGANIZATIONS 

HEW/PHS issues requirements for applicants submitting 
marketing plans 15472 


CONTINUED INSIDE 













































reminders 

(The items in this list were editorially compiled a* an aid to Federal Register users. Inclusion or exclusion from this list has no legal 
significance. Since this Ust Is Intended as a reminder. It does not include effective dates that occur within 14 days of publication.) 

with the law number, the title, the date of , 
approval, and the U.S. Statutes citation. The 
list is kept current in the Federal Register 
and copies of the laws may be obtained from 
the US. Government Printing Office. 

H.R. 1746...Pub. L 95-12 

To amend the United Nations Participa¬ 
tion Act of 1945 to halt the importation 
of Rhodesian chrome. (Mar. 18. 1977; 

91 Stat. 22) Price: $.35. 


The six-month trial period ended August 6. The program is being continued on a voluntary basis (see OFR 
notice, 41 FR 32914, August 6, 1976). The following agencies have agreed to remain in the program: 


Monday 

Tuesday 

Wednesday 

Thursday 

Friday 

NRC 

USDA/ASCS 


NRC 

USDA/ASCS 

DOT/COAST GUARD 

USDA/APHIS 


DOT/COAST GUARD 

USDA/APHIS 

DOT/NHTSA 

USDA/FNS 


DOT/NHTSA 

USDA/FNS 

DOT/FAA 

USDA/REA 


DOT/FAA 

USDA/REA 

D0T/0HM0 

CSC 


DOT/OHMO 

CSC 

DOT/OPSO 

LABOR 


DOT/OPSO 

LABOR 


HEW/FDA 



HEW/FDA 


Documents normally scheduled on a day that will be a Federal holiday will be published the next work day 
following the holiday. 

Comments on this program are still invited. Comments should be submitted to the Day-ofthe-Week Program 
Coordinator, Office of the Federal Register, National Archives and Records Service, General Services Adminis¬ 
tration, Washington, D.C. 20408. 


Rules Going Into Effect Today 


DOT/CG: Drawbridge operations; Chatta¬ 
hoochee River. Ala. 10316; 2-22-77 


Ust of Public Laws 


This Is n continuing numerical listing of 
public bills which have become law. together 


ATTENTION: For questions, corrections, or requests for information please see the list of telephone numbers 
appearing on opposite page. 




Published dally. Monday through Friday (no publication on Saturdays, 6undays. or on official Federal 
holidays), by the Office of tho Federal Register, National Archives and Records Service. General Services 
Administration. Washington. DC. 20408. under the Federal Register Act (49 Stat. 600. aa amended: 44 U.8C. 
Ch. 16) and the regulations of the Administrative Committee of the Federal Regtster < 1 CFR Ch. I). Distribution 
is made only by tho Superintendent of Documents. US. Government Printing Office. Washington. D.C. 20402 


The Federal Register provides a uniform system for making available to the public regulations and legal notices issued 
by Federal agencies. These include Presidential proclamations and Executive orders and Federal agency documents having 
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency 
documents of public interest. Documents are on file for public inspection in the Office of the Federal Register the day before 
they are published, unless earlier filing Is requested by the issuing agency. 


The Federal Register will be furnished by mall to subscribers, free of postage, for $5.00 per month or $60 per year, payable 
In advance The charge for individual copies Is 76 cent* for each issue, or 75 cents for each group of pages as actually bound 
Remit check or money order, made payable to the Superintendent of Documents. U8. Government Printing Office. Washington. 
D.C. 20402. 


There are no restrictions on the republicatlon of material appearing In the Federal Register. 
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INFORMATION AND ASSISTANCE 


Questions and requests for specific information may be directed to the following numbers. General inquiries 
may be made by dialing 202-523-5240. 


FEDERAL REGISTER, Daily Issue: 

Subscriptions and distribution. 202-783-3238 

"Dial • a • Regulation" (recorded 202-523-5022 


summary of highlighted docu¬ 
ments appearing in next day’s 
issue). 

Scheduling of documents for 523-5220 

publication. 

Copies of documents appearing in 523-5240 

the Federal Register. 

Corrections... 523-5286 

Public Inspection Desk. 523-5215 

Finding Aids. 523-5227 

Public Briefings: "How To Use the 523-5282 

Federal Register." 

Code of Federal Regulations (CFR).. 523-5266 

Finding Aids. 523-5227 


PRESIDENTIAL PAPERS: 

Executive Orders and Proclama- 523-5233 

tions. 

Weekly Compilation of Presidential 523-5235 

Documents. 

Public Papers of the Presidents.... 523-5235 

Index . 523-5235 

PUBLIC LAWS: 

Public Law dates and numbers . 523-5237 

Slip Laws...... 523—5237 

U.S. Statutes at Large . 523-5237 

Index _ 523-5237 

U.S. Government Manual. . 523-5230 

Automation . 523-5240 

Special Projects . 523-5240 


HIGHLIGHTS—Continued 


HEALTH MANPOWER 

HEW/PHS proposal for programs under Health Profes¬ 
sions Educational Assistance Act, 1976; comments by 
4-21-77 . 15433 


PdANDATORY PETROLEUM ALLOCATION 
PROGRAM 

FEA requests comments by 4-15-77 on modified guide¬ 
lines for evaluation of applications for assignment of 
supplier and base period use to new gasoline retail sales 

outlets ...... 15459 


MATERNAL AND CHILD HEALTH 

HEW/HSA announces availability of project grants for 
hemophilia treatment centers ... . 15471 

NATURAL GAS ACT OF 1977 

FPC issues emergency orders (3 documents) 15464 

NEW DRUGS 

HEW/ FDA publishes notices concerning effectiveness of 
oral reserpine and offers opportunity for hearing requests 
by 4-21-77 on less than effective indications for certain 
anticholinergic drugs ....... 15471 

POLICE AND DETENTION PROGRAMS 

lnter»or/BIA proposes training requirements; comments 
by 4-21-77 ........ 15429 

PRIVACY ACT OF 1974 

GSA notice on new system of records; comments by 


RADIATION SAFETY 

EPA develops standards for high-level radioactive waste; 

comments by 4-4-77 ... 15433 

HEW/FDA proposes program to control therapy equip¬ 
ment; comments by 7-20-77 . 15428 


SHARE DRAFT PROGRAMS 

NCUA announces hearing date of 4-19-77 on require¬ 
ments for establishment and implementation. 15427 


STATE PLANS FOR DEVELOPMENT AND 
ENFORCEMENT 

Labor/OSHA proposal on submission and consideration 
of Federal program changes; comments by 4-21-77 . 15430 

SWINE FLU IMMUNIZATION PROGRAM OF 1976 

Justice regulates defense of civil actions against certain 
Federal employees; effective 3-14-77...... .. iu . 15409 


MEETINGS— 

CAB: Briefing by Ambassador Boyd. 2-28 thru 


DOD: Epidemiological Board. 4-7 and 4-15-77 __ 

EPA: Chemical Substance Inventory Reporting Require¬ 
ments. 4-18-77 ... 

EEOC: Freedom of Information Act Appeals. 3-22-77.. 

FCC, 3-17-77 .... 

HEW: F^rotection of Human Subjects of Biomedical and 

Behavioral Research. 4-8 and 4-9-77 ___ 

Justice/LEAA: National Institute of Law Enforcement 
and Criminal Justice Advisory Committee, 4-6 and 
4-7-77 --.....---- 


NASA: Space Program Advisory Council, 4-27-77 .... 
Occupational Safety and Health Review Commission. 
3-25-77 


15451 

15456 

15433 

15457 
15457 

15468 


15474 

15481 

15433 


SBA: Little Rock District Advisory Council, 4-7-77 .... 15484 
Lower Rio Grande Valley District Advisory Council, 




Oklahoma City District Advisory Council, 4-15-77 
Salt Lake City District Advisory Council. 4-15-77.... 

San Antonio District Advisory Council. 4-15-77 . 

Seattle District Advisory Council, 4-21-77 .. 

Treasury; Private Philanthropy and Public Needs Ad¬ 
visory Committee, 4-7-77 . 


15484 

15484 

15484 

15484 

15485 

15486 
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HIGHLIGHTS—Continued 


USDA/FS: Malheur National Forest Grazing Advisory 

Board, 5-4-77 . 15449 

ARS: National Aboretum Advisory Council. 4-17 
thru 4-19-77... ........ 15449 


CHANGED MEETINGS— 

CAB: Pacific American Airlines. Inc.. 3-17 and 

3-24-77 . 15451 

Commerce/NOAA: New England Fishery Management 

Council, 4-13 and 4-14-77 .... 15453 

NRC, 3-21 and 3-22-77 ...- 15466 

RESCHEDULED MEETING— 

HEW/FDA: Dentifrice and Dental Care Panel. 4-20 
and 4-21-77 15471 

Renegotiation Board. 3-29-77.— .— 15483 


HEARINGS— 

CAB: Sullivan County Case. 3-23-77 ... 15451 

PART II: 

SCHOOL ASSISTANCE IN FEDERALLY AFFECTED 
AREAS 

HEW/OE proposes clarification and adopts regulations 
for treatment of payments under State equalization pro¬ 
grams (2 documents); comments by 5-5-77; effective 
7-1-77 .-....... 15540, 15544 

PART III: 

REPUBLICATION 

HEW/FDA reorganizes and recodifies regulations (2 docu¬ 
ments); effective 3-22-77. .... 15553, 15673 


contents 


THE PRESIDENT 

Executive Orders 

Southern Rhodesia, trade; ship¬ 
ment of chromium..15403 

EXECUTIVE AGENCIES 

AGRICULTURAL MARKETING SERVICE 
Rules 

Lemons grown in Ariz. and Calif-. 15407 
Oranges < navel) grown in Ariz, 


and Calif..___ 15407 

Proposed Rules 
Milk marketing orders: 

Upper Florida.-.— 15417 


AGRICULTURAL RESEARCH SERVICE 
Notices 

Meetings: 

National Arboretum Advisory 
Council- 15449 

AGRICULTURE DEPARTMENT 

Sec also Agricultural Marketing 
Service; Agricultural Research 
Sendee: Forest Service. 

Rules 

Adjudicatory proceedings, for¬ 
mal; uniform rules of practice-. 15406 

Notices 

Advisory committees review; in¬ 
quiry ... 15449 

ALCOHOL, DRUG ABUSE. AND MENTAL 
HEALTH ADMINISTRATION 

Notices 


Confidentiality authorization in 
mental health research; em¬ 
ployees of Center for Health 
Sciences. Tennessee University. 
Memphis. Tenn_ 15468 

CIVIL AERONAUTICS BOARD 
Notices 

Meetings (3 documents)_ 15451 

Hearings . etc 

International Air Transport As¬ 
sociation _ 15450 


Southern Airways. Inc. and 
TWA. Inc.—. 15451 

CIVIL RIGHTS COMMISSION 
Notices 

State Advisory Committee; com¬ 
prehensive review—_ 15452 

CIVIL SERVICE COMMISSION 
Rules 

Excepted service: 

Agriculture Department. 15406 

Defense Department_ 15406 

Proposed Rules 

Excepted service, employment in: 
disqualification and dismissal 
standards, revised. 15417 

Notices 

Noncareer executive assignment: 

Commerce Department- 15452 

Environmental Protection 
Agency_ 15452 


COMMERCE DEPART MENT 

See Economic Development Ad¬ 
ministration: National Oceanic 
and Atmospheric Administra¬ 
tion. 

COPYRIGHT OFFICE, LIBRARY OF 
CONGRESS 

Proposed Rules 

Copyright owners and broadcast- 
mg entitles: 

Cable systems; compulsory li¬ 
cense .. 15431 

CUSTOMS SERVICE 

Notices 

Antidumping: 

Tantalum electrolytic fixed 
capacitors from Japan- 15485 

DEFENSE DEPARTMENT 

Notices 

Meetings: 

Armed Forces Epidemiological 
Board: Disease Control Sub¬ 
committee (2 documents)... 15456 


DELAWARE RIVER BASIN COMMISSION 

Notices 

Comprehensive plan, applications 
for approval of new projects; 
hearing-— 15456 

ECONOMIC DEVELOPMENT 
ADMINISTRATION 

Notices 

Import determination petitions: 

Kwik Offset Plate Service. Inc.. 15453 
Tarru Hall Clothiers. Inc- 15453 

EDUCATION OFFICE 

Rules 

School assistance In federally 
affected areas: State equaliza¬ 
tion programs payment_ 15544 

Proposed Rules 

School assistance in federally 
affected areas: State equaliza¬ 
tion programs payment; alter¬ 
nate standard. 15540 

ENVIRONMENTAL PROTECTION AGENCY 


Proposed Rules 

Air quality implementation plans; 
various States, etc.: • 

Missouri -- 15432 

Radiation protection standards, 
environmental, for radioactive 

waste; public workshop. 15433 

Toxic substances: 

Inventory reporting and general 
provisions; meeting- 15433 


Notices 

Air quality implementation plans; 
various States: 

Kentucky. 15440 

Environmental statements, avail¬ 
ability, etc.: 

Federal agency actions from 
January 1,1977 to January 31, 

1977 . 15443 

EQUAL EMPLOYMENT OPPORTUNITY 
COMMISSION 

Notices 

Meeting _ 15457 


iv 
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CONTENTS 


FEDERAL COMMUNICATIONS 

COMMISSION 

Rules 

Amateur radio service: 

Licensee station location; de¬ 
regulation of application pro¬ 
cedures _ 15416 

Cable television: 

Network program nondupllca- 
tkm protection requirements. 15415 

Proposed Rules 

Amateur radio service: 

Licensing and call sign assign¬ 
ment: systems simplification- 15438 

Radio frequency devices: 

Remote control and security de¬ 
vices. provisions for; exten¬ 


sion of time . 15442 

Notices 

Meeting . 15457 

Hearings , etc.: 

Executive Air Corp. and Spo¬ 
kane Airways, Inc __ 15457 


FEDERAL DEPOSIT INSURANCE 
CORPORATION 

Notices 

Authority delegations: 

General Counsel and/or his 


designee ____ 15458 

FEDERAL ELECTION COMMISSION 
Notices 

Meeting . . 15159 


FEDERAL ENERGY ADMINISTRATION 
Proposed Rules 

Energy conservation program ap¬ 
pliances: 

Dishwashers _.... 15423 

Petroleum allocation and price 
regulations, mandatory: 

California and Alaska heavy 
crude oil. entitlements obliga¬ 
tions: reduction ... 15419 

Notices 

Mandatory petroleum allocation 
program: 

Applications for assignment of 
supplier And base period use 
to new gasoline retail sales 
outlets: modification to guide¬ 
lines for evaluation _ 15459 

FEDERAL POWER COMMISSION 
Notices 

Advisory committee review _ 154C4 

Emergency Natural Gas Act: sup¬ 
plementary orders (7 docu¬ 
ments) ._. 15462-15465 

Meetings (2 documents) _ 15462 

Hearings. etc.: 

Monongahela Power Co. et al_ 15465 

FEDERAL PREPAREDNESS AGENCY 
Notices 

National Health Resources Advi¬ 
sory Committee _ 15467 

Program Advisory Committee.... 15467 


FEDERAL REGISTER OFFICE 
Notices 

Government in 6unshine meeting 
notices; 90 day trial program of 
special handling and format¬ 
ting __ _ 15482 

FEDERAL RESERVE SYSTEM 
Notices 

Applications, etc.: 

First Commerce Corp. . 15465 

Marshall & Islcy Corp .. 15466 

Seafirst Corp _ 15466 

FEDERAL TRADE COMMISSION 
Rules 

Sunshine Act; implementation; 
correction -- 15409 

FOOD AND DRUG ADMINISTRATION 
Rules 

Animal drugs, feeds, and related 
products: 

Aldicarb . 15409 

Pood products, human and animal 
drugs, biologies, cosmetics, med¬ 
ical devices, radiological health; 
recodification and editorial 

changes _ 15673 

General regulations for enforce¬ 
ment of Pood, Drug, and 
Cosmetic Act and Fair Packag¬ 
ing and Labeling Act: color 
additives; enforcement, hear¬ 
ings etc.; reorganization and 
republl cation _ 15553 

Proposed Rules 

Radiological health: 

Ionizing radiation therapy 
equipment; performance 

standards _ 15428 

Sanitation interstate conveyance: 
Federal/State Cooperative Pro¬ 
grams; withdrawn ..- 15438 

Food service; withdrawn 15428 

Notices * 


Human drugs: 

Anticholinergic drugs, certain.. 15468 
Oral reserpine preparations; 

scrpalan tablets. 15471 

Meetings: 

Dentifrice and Dental Care 

Panel _ 15471 

Internal Drug Products Panel. 
Miscellaneous: correction_ 15471 


FOREST SERVICE 
Notices 

Meetings: 

Malheur National Forest Graz¬ 
ing Advisory Board _ 15449 

GENERAL SERVICES ADMINISTRATION 
See also Federal Preparedness 
Agency; Federal Register Office. 

Notices 

Privacy Act; new system of records 

to be maintained . . 15466 


HEALTH, EDUCATION. AND WELFARE 
DEPARTMENT 

See also Alcohol, Drug Abuse, and 
Mental Health Administration; 
Education Office; Food and 
Drug Administration; Health 
Services Administration; Pub¬ 
lic Health Service. 

Notices 

Meetings: 

Protection of Human Subjects 
of Biomedical and Behavioral 
Research National Commis¬ 
sion _ 15468 

HEALTH SERVICES ADMINISTRATION 
Notices 

Hemophilia treatment centers; 

availability of grants_ 15471 

IMMIGRATION ANO NATURALIZATION 
SERVICE 

Rules 

Immigration regulations; organi¬ 
zation. offices at Dallas, Tex., 
Oklahoma City, Okla. and 
Louisville, Ky_ 15407 

INDIAN ArFAIRS BUREAU 
Proposed Rules 

Law and order on Indian reserva¬ 
tions; police and detention pro¬ 
grams: enforcement standards 1M29 
Notices 

Land transfer: 

Pueblo of Isleta, N Mcx ... 15473 

INTERNATIONAL BROADCASTING BOARD 

Rules 

Sunshine Act; Implementation .. 15405 

INTERNATIONAL TRADE COMMISSION 

Notices 

Import investigations: 

Fresh cut flowers; change of 
date, time and place for Flor¬ 
ida hearing_ __ .. 15474 

Meetings: 

Government in 8unshlne; addi¬ 
tional agenda item. . 15474 

INTERIOR DEPARTMENT 

See also Indian Affuirs Bureau, 

Land Management Bureau; Na¬ 
tional Park Service Reclamation 
Bureau. 

INTERSTATE COMMERCE COMMISSION 
Rules 

Motor carriers: 

Freight and passenger tariffs 


and schedules __ 15416 

Notices 

Hearing assignments .. 15486 

Motor carriers: 


Temporary authority applica¬ 
tions (2 documents) 15487, 15492 

Transfer proceedings <5 docu¬ 
ments). 15497-15501 
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CONTENTS 


Railroad freight rates and charges; 
various States, etc.; 

Carolina Cllnchflcld, and Ohio 

Railway, et al- 15502 

JUSTICE DEPARTMENT 

See aiso Immigration and Natu¬ 
ralization Service; Law En¬ 
forcement Assistance Adminis¬ 
tration. 

Rules 

Fedora! employees, defense of suits 
against; participants In Na¬ 
tional Swine Flu Immunization 
Program_____ 15409 

LABOR DEPARTMENT 

See also Occupational Safety and 
Health Administration. 

Notices 

Adjustment assistance: 

Ball Co.. Inc. 15474 

Bunker Homo Corp., etal- 15477 

Dicbold Inc_-— 15475 

Din, Kathte. cl al- 15477 

Eastern Plastics of Maine. Inc.. 15475 
Gutman-Kesslcn Shoes, Inc... 15476 
Keystone Consolidated Indus¬ 
tries. Inc- 15478 

K.P. Hydraulics Co- 15478 

Linett Tailleurs. Inc- 15479 

McGee-Kenyon, Inc- 15479 

Piher Corp_ 15480 

Shennngo. Inc- 15480 

South End Transportation, 

Inc. . 15480 

Terrace Footwear. Inc- 15481 

LAND MANAGEMENT BUREAU 

Proposed Rules 

Land classification: 

Alaska; extension of time- 15438 

LAW ENFORCEMENT ASSISTANCE 
ADMINISTRATION 

Notices 

Meetings: 

Law Enforcement and Criminal 
Justice National Institute Ad¬ 


visory Committee- 15474 

LEGAL SERVICES CORPORATION 
Notices 

Grants and contracts; applica¬ 
tions <2 documents)- 15481 


LIBRARY OF CONGRESS 
See Copyright Office. 


NATIONAL AERONAUTICS AND SPACE 
ADMINISTRATION 
Notices 

Meetings: 

Space Program Advisory Coun¬ 
cil. Applications Committee.. 15481 

NATIONAL CREDIT UNION 
ADMINISTRATION 
Proposed Rules 
Federal Credit Unions: 

Organization and operation; 
share draft programs; hear¬ 
ing _ 15427 

NATIONAL LABOR RELATIONS BOARD 
Rules 

Sunshine Act; implementation; 
correction and republicaUan._. 15410 

NATIONAL OCEANIC AND 

ATMOSPHERIC ADMINISTRATION 


Notices 

Meetings: 

New England Fishery’ Manage¬ 
ment Council_ 15453 

Organization and functions; 

Western Pacific Management 
Council_-_....._ 15453 

NATIONAL PARK SERVICE 
Notices 

Historic Places National Ftegiater; 

pending nominations- 15473 


NUCLEAR REGULATORY COMMISSION 
Notices 

Meetings: changes <2 documents). 15486 

OCCUPATIONAL SAFETY AND HEALTH 
ADMINISTRATION 
Rules 

State plans for enforcement of 
standards; 

Michigan - - 15411 

Proposed Rules 

State plans for enforcement of 
standards; submission and con¬ 
sideration of Federal program 
changes _-—. 15430 

OCCUPATIONAL SAFETY AND HEALTH 
REVIEW COMMISSION 
Rules 

Freedom of Information - 15412 

Sunshine Act; implementation... 15413 

Notices 

Meetings: 

Government in 8unshine- 15483 


PUBLIC HEALTH SERVICE 
Proposed Rules 

Grants: 

Health manpower programs... 15433 
Notices 

Health maintenance organiza¬ 
tions: new qualification review 
procedures, marketing plan ap¬ 
plications ___ 15472 

RECLAMATION BUREAU 

Notices 

Environmental statements: avail¬ 
ability. etc.: 

ANG Coal Gasification Co., 

N. Dak _ 15473 

RENEGOTIATION BOARD 

Notices /$V«y 

Meeting; rescheduled - 15483- 

SMALL BUSINESS ADMINISTRATION 
Notices 

Disaster areas: 

Minnesota--— 15485 

New York,.--154S5 

Meetings, advisory councils: 

Little Rock District_ 15484 

Lower Rio Grande Valley Dis¬ 
trict ____ 15484 

Oklahoma City District . 15484 

Salt Lake City District _ 15484 

San Antonio District - 15484 

Seattle District... 15485 

STATE DEPARTMENT 
Notices 

Art objects, importation: 

Culturally significant paintings 
from Union of Soviet Socialist 
Republics__ . -_ 15485 

TRADE NEGOTIATIONS, OFFICE OF 
SPECIAL REPRESENTATIVE 

Notices 

Review’ of advisory committees: 

request for public comment - 15483 

Sugar: solicitation of public 
views--- 15483 

TREASURY DEPARTMENT 

See also Customs Service. 

Notices 

Meetings : 

Private Philanthropy and Pub¬ 
lic Needs Advisory Commit¬ 
tee .-__ 15486 
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list of cfr ports effected In this Issue 


The following numerical guide Is a list of the parts of each Wtle of the Code of Federal Regulation* effected by documents published in today s 
issue. A cumulative Ust of parts affected, covering the current month to date, follows beginning with the second Issue of the month. 

A Cumulative Ust of CFR Sections Affected Is published separately at the end of each month. The guide lists the parts end sections affected 
by documents published since the revision date of each title. 


1 CFR 

460 _ 15405 

3 CFR 

Executive Oroers: 

11322 (8ee EO 119781 _ 15403 

11419 <Amended by EO 11978)—. 15403 

11978 _ 15403 

5 CFR 

213 <2 documents)-....— 15406 

Proposed Rules: 

302 _ 15417 

7 CFR 

1. 15406 

907 . 15407 

910..-.— 15407 

Proposed Rules: 

1006 __ 15417 

8 CFR 

100.. 15408 

103..-. 15408 

242 .-.. 15408 

10 CFR 

Proposed Rules: 

211 . 15419 

212 . 15419 

430 _ 15423 

12 CFR 

Proposed Rules: 

701 _ 15427 

16 CFR 

4 .. 15409 

21 CFR 

Ch. I (2 documents) . 15553, 15673 

561 . 15409 


r 


Proposed Rules: 

940 . 15428 

1000 .-.~ 15428 

1020 _ 15428 

25 CFR 

Proposed Rules: 

11 . 15429 

28 CFR 

15 . 15409 

29 CFR 

102 _ 15410 

1952 .—. 15411 

2201 . — 15413 

2203 . 15413 

2300. . 15412 

Proposed Rules: 

1953 .—.. 15430 

37 CFR 

Proposed Rules: 

201 . 15431 

40 CFR 

Proposed Rules: 

52 . 15432 

260 __— 15433 

700 . 15433 

710_ 15433 

42 CFR 

Proposed Rules: 

50 _T_ 15433 

51 . 15433 

51a- _ 15433 

51b _ 15433 

51c - 15433 

51d . 15433 

51o . 15433 

52 . 15433 


42 CFR—Continued 


Proposed Rules — C ontinued 

52a _ 15433 

52b . 15433 

52c . 15433 

5 2d.- .—.. 15433 

52e . 15433 

53 . 15433 

54 _ 15433 

54a . 15433 

54b _ 15433 

55 . 15433 

55a _ 15433 

56 . 15433 

56a . 15433 

56b _—__ 15433 

57 . 15433 

58 . 15433 

59 _ 15433 

59a.. 15433 

72_ 15438 

43 CFR 

Proposed Rules: 

2400 . 15438 

45 CFR 

115 . 15544 

Proposed Rules: 

115 . 15540 

47 CFR 

76 ..— 15415 

97. .15116 

Proposed Rules: 

1 . 15438 

15— . 15442 

97 . 15438 

49 CFR 

1307 - 15416 

1310 _ 15416 
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CUMULATIVE LIST OF PARTS AFFECTED DURING MARCH 


The following numerical guide is a Fist of parts of each title of the Code of 
Federal Regulations affected by documents published to date during March. 


l CFR 


7 CFR—Continued 


10 CFR—Continued 


Checklist . 11807 

406 .. 14867. 16406 

Proposed Rules: 

438. . .. 14736 

3 CFR 

Proclamations : 

4489 _ 11805 

4490 _ 13265 

Executive Orders: 

11269 (Amended by EO 11977).— 14671 

11322 (See EO 11978) . — 15403 

11419 (Amended by EO 11978) — 15403 

11808 (Revoked by EO 11975) - 13267 

11861 (Amended by EO 11976).— 14081 

11975 - 13267 

11976 .. 14081 

11977 . 14671 

11978 .-. - 15403 

Memorandums: 

March 10. 1977 .. 13801 

5 CFR 

213 _r. 13533.14083. 15053. 15406 

295 .-__ 13009. 14083 

713_ . 11807 

Proposed Rules: 

302 _ 15417 


7 CFR 


68_. 

102.. 

210_ 

215. 

220.. 

225... 

226 .. 

230_ 

246-.... 

250. 
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presidential documents 

Title 3— The President 

Executive Order 11978 • March 18, 1977 

Relating to Trade and Other Transactions Involving Southern Rhodesia 


By virtue of die authority \rated in tnc by Section 5 of die United Nations Par¬ 
ticipation Act of 1945, as amended (22 U.S.C. 287c), and Secdon 301 of Tide 3 of 
the United States Code, and as President of the United States of America, Section 4 
of Executive Order No. 11419 of July 29, 1968, is hereby amended by adding thereto 
the following subsection: 

“(c) The Secretary of the Treasury may exempt from the provisions of diis 
Order, and Executive Order No. 11322, as amended, any shipment of chromium in 
any form which is in transit to the United States on March 18, 1977/'. 


The White House, 

March 18, 1977 . 



[FR Doc.77 8601 Filed 3-18-77;! :5I pm] 
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Th*» section of fhs FEDERAL REGISTER contains regulatory documents having general applicability and legal effect most of which are 
Keyed to and codified In the Code of Federal Regulations, which Is published under SO trties pursuant to 44 U.8.C. 1510. 

The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books are listed In the first FEDERAL 
REGISTER issue of each month. 


Title 1—General Provisions 

CHAPTER IV—MISCELLANEOUS 
AGENCIES (PRIVACY REGULATIONS) 

PART 460—RULES FOR IMPLEMENTING 
OPEN MEETINGS WITHIN THE BOARD 
FOR INTERNATIONAL BROADCASTING 

Government in the Sunshine Act; 
Implementation 

On February 16, 1977, there was pub¬ 
lished In the Federal Register (42 FR 
9368) a notice of proposed Implementa¬ 
tion of rules by the Board for Inter¬ 
national Broadcasting concerning Pub. 
L. 94-409 of September 13,1976, the Gov¬ 
ernment in the Sunshine Act. Interested 
parties were given the opportunity to 
submit comments on the proposed rules, 
no later than March 12. 1977. 

No comments have been received, and 
the proposed rules are hereby adopted 
without change and are set forth below. 

Effective date: March 12,1977. 

Signed at Washington, D.C. 

Walter R. Roberts. 
Executive Director . 

Sec. 

460.1 General policies 

400.2 Definitions. 

400.6 Requirement of open meetings. 

490.4 Ground on which meetings may be 

closed. 

460.5 Procedures for announcing meetings. 
4606 Procedures for closing meetings. 

460.7 Reconsideration of opening or closing 

a meeting. 

460A Recordkeeping of closed meeting. 

Authority : Pub. L. 93129. 87 Stat. 456. 

§ 160.1 General polit ic*. 

The Board for International Broad¬ 
casting will provide the public with the 
fullest practical Information regarding 
its decisionmaking processes while pro¬ 
tecting the rights of individuals and Its 
abilities to carry out Its responsibilities. 

§ 160.2 Definition*. 

The following definitions apply: 

(a) The term ‘ agency" Includes any 
establishment in the executive branch of 
the government headed by a collegial 
body composed of twx> or more Individual 
members, a majority of whom ore ap- 
l>ointed to such position by the President 
with the advice and consent of the Sen¬ 
ate, and any subdivision thereof author¬ 
ized to act on behalf of the agency. The 
Board for International Broadcasting is 
a government agency headed by a five- 
member Board, all of whom are ap¬ 
pointed by the President with the advice 
;tnd consent of the Senate, and is there¬ 
fore an "agency" under these terms. 

»b) The term "meeting" means tlie 
deliberation of this Board where such 
deliberations determine or result in the 


joint conduct or disposition of official 
Board business. 

(c) The term "member" means an in¬ 
dividual who belongs to the Board who 
has been appointed by the President and 
confirmed by the Senate. 

§ U»0.3 Requirement of open meeting*. 

Members shall not Jointly conduct or 
dispose of agency business other than in 
accordance with this section. Except as 
provided in i 460.4 every portion of every 
meeting of the agency shAll be open to 
public observation. 

§ 160.1 Ground* on wliirh meeting* may 
!*e eluded. 

The Board shall open every portion of 
every meeting of the agency for public 
observation except where the agency de¬ 
termines that such portion or portions of 
its meeting or the disclosure of such in¬ 
formation Is likely to: 

<a) Disclose matters that arc: 

<I) Specifically authorized under cri¬ 
teria established by an Executive order 
to be kept secret In the interests of na¬ 
tional defense or foreign policy and 
(2) In fact properly classified pursu¬ 
ant to such Executive Order; 

(b) Relate solely to the internal per¬ 
sonnel rules and practice of the agency; 

<c) Disclose matters specifically ex¬ 
empted from dLsclosurc by statute: Pro- 
tided. That such statute: 

<1) Requires that the matters be with¬ 
held from the public In such manner as 
to leave no discretion on the Lssue, or 
(2) Established practical criteria for 
withholding or refers to particular types 
of matters to be withheld; 

<d) Disclose trade secrets and com¬ 
mercial or financial information ob¬ 
tained from a person and privileged or 
confidential; 

<e) Involve accusing any person of a 
crime, or formally censuring any person; 

(f) Disclose information of a personal 
nature where disclosure would constitute 
a clearly unwarranted invasion of per¬ 
sonal privacy; 

(g) Disclose investigatory recordscom- 
piled for law enforcement purposes, or 
Information which if written would be 
contained in such records, but only to the 
extent that the production of such rec¬ 
ords or information would: 

(1) Interfere with enforcement pro¬ 
ceedings. 

42) Deprive a person of a right to a fair 
trial of an impartial adjudication. 

<3) Constitute an unwarranted inva¬ 
sion of personal privacy, 

(4) Disclose the identity of a confiden¬ 
tial source and. in the case of a record 
complied by a criminal law enforcement 
authority in the course of a criminal in¬ 
vestigation. or by an agency conducting 


a lawful national security intelligence in¬ 
vestigation. confidential source, 

(5) Disclose Investigative techniques 
and procedures, or 

(6) Endanger the life or physical safe¬ 
ty of law enforcement personnel; 

(h) Disclose information the prema¬ 
ture disclosure of which would be likely 
to significantly frustrate implementation 
of a proposed agency action. This shall 
not apply in any Instance where the 
Board has already disclosed to the public 
the content or nature of its proposed 
action, or where the Board Is required by 
law to make such disclosure on Its own 
initiative prior to taking final Board ac¬ 
tion on such proposal; 

(1) Specifically concern the Board’s 
issuance of a subpoena, or the Board’s 
participation in a civil action or proceed¬ 
ing. an action in a foreign court or Inter¬ 
national tribunal, or an arbitration, or 
the initiation, conduct or disposition by 
the Board of a particular case of formal 
agency adjudication pursuant to the 
procedures in section 554, of this title or 
otherwise Involving a determination on 
the record after opportunity for a 
hearing. 

§ 160.5 Procedure* for minounring 
meeting*. 

(a) In the case of each meeting, the 
Board shall make public, at least one 
week before the meeting, the time, place, 
and subject matter of the meeting, 
whether it is to be open or closed to the 
public, and the name and phone number 
of the official designated by the Board 
to respond to requests for Information 
about the meeting. Such announcement 
shall be made unless a majority of the 
Members of the Board determine by a 
recorded vote that the Board requires 
that such a meeting be called at an 
earlier date. In which case the Board 
shall make public announcement of the 
time, place and subject matter of such 
meeting and whether open or closed to 
the public, at the earliest practical time. 

<b> Immediately following the public 
announcement, the Board will publish it 
in the Federal Register. 

§ 160.6 Procedure* for rioting n»«*et- 
Inga* 

<a> The closing of a meeting shall 
occur only when: 

(1) A majority of the membership of 
the Board votes to take such action. A 
separate vote of the Board members 
shall be taken with respect to each Board 
meeting a portion or portions of which 
are proposed to be closed to the public 
pursuant to 5 460.4, or with respect to 
any information which Is proposed to be 
withheld under § 460.4. A single vote 
may be taken with respect to a series of 
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meetings, a portion or portions of which 
are proposed to be closed to the public, or 
with respect to any Information con¬ 
cerning such series of meetings, so long 
as each meeting in such series involves 
the same particular matters and is 
scheduled to be held no more than thirty 
days after the initial meeting in such 
series. The vote of each Board member 
participating in such vote shall be re¬ 
corded and no proxies shall be allowed. 

(2) Whenever any person whose In¬ 
terests may be directly affected by a por¬ 
tion of a meeting requests that the Board 
close such portion to the public for any 
of the reasons referred to in I 460.4 (e), 
(f) or (g>, the Board, upon request of 
any of its Board members, shall take a 
recorded vote, whether to close such por¬ 
tion of the meeting. 

(b) Within one day of any vote taken, 
the Board shall make publicly available 
a written copy of such vote reflecting the 
vote of each member on the question and 
full written explanation of its action 
closing the entire or portion of the meet¬ 
ing together with a list of all persons ex¬ 
pected to attend the meeting and their 
affiliation. 

(c) The Board shall announce the 
time, place and subject matter of the 
meeting at least eight (8) days before 
the meeting. 

(d> For every closed meeting, the Ex¬ 
ecutive Director of the Board shall pub¬ 
licly certify that, in his or her opinion, 
the meeting may be closed to the public 
and shall state each relevant exempt!ve 
provision. A copy of such certification, 
together with a statement from the pre¬ 
siding officer of the meeting setting forth 
the time and place of the meeting, and 
the persons present, shall be retained by 
the Board. 

§ 160.7 Rrcwiftiilrratioti of opening or 
closing a meeting. 

The time or place of a Board meeting 
may be changed following the public an¬ 
nouncement only if the Board publicly 
announces such change at the earliest 
practicable time. The subject matter of 
a meeting, or the determination of the 
agency to open or close a meeting, or 
portion of meeting, to the public, may be 
changed following the public announce¬ 
ment only if a majority of the Board 
members determines by a recorded vote 
that Board business so requires and that 
no earlier announcement of the change 
was possible, and the Board publicly an¬ 
nounces such change and the vote of 
each member upon such change at the 
earliest practicable time. 

g 160.8 llrrordkcfping of rlo*rd meet¬ 
ings* 

(a) The Board shall maintain a writ¬ 
ten record of the proceedings of each 
meeting, or portion of a meeting, closed 
to the public. 

(b) The Board, after review by the 
Executive Director shall make promptly 
available to the public in a place easily 


accessible to the public, the written 
record of the discussion of any time on 
the agenda, or any item of the testimony 
of any witness received at the Board 
meeting, except for such item or items 
of such discussion or testimony as the 
Board determines to contain informa¬ 
tion which may be withheld under 
I 460.4. Copies of such record, disclosing 
the identity of each speaker, shall be 
furnished to any person at the actual 
cost of duplication. The Board shall 
maintain a detailed written copy of the 
minutes of each meeting, or portion of 
a meeting, closed to the public, for a 
period of at least two years after such 
meeting, or until one year after the con¬ 
clusion of any Board proceeding with re¬ 
spect to which the meeting or portion 
was held, whichever occurs later. 

|FR Doc.77-8419 Filed 3-21-77;8:45 am I 


Title 5—Administrative Personnel 
CHAPTER I—CIVIL SERVICE COMMISSION 
PART 213—EXCEPTED SERVICE 
Department of Agriculture 

Section 213.3313 is amended to show 
that one position of Director of Agricul¬ 
tural Economics is excepted under 
Schedule C. 

Effective on March 22. 1977, 5 213.3313 
(n) (1) is added as set out below, 
g 213.3313 Department of Agriculture. 

(n) Agricultural Economics. • • • 

(1) Director of Agricultural Economics. 

(5 U S.C. 3301, 3302. EO. 10577; 3 CFR 1964- 
58 Comp., p. 218) 

United States Civil Serv¬ 
ice Commission, 

James C. Spry, 

Executive Assistant 
to the Commissioners. 

|PR Doc.77-8423 Filed 3-21-77:8:45 am] 


PART 213—EXCEPTED SERVICE 
Department of Defense 

AGENCY: Civil Service Commission. 
ACTION: Final Rule. 

SUMMARY: This amendment excepts 
from the competitive service under 
Schedule C one position of Assistant to 
the Secretary of Defense for Legislative 
Affairs because it Is a supervisory posi¬ 
tion over noncompetitive employees. 
EFFECTIVE DATE: March 22. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Thomas H. Meyer, 202-632-4695. 
Accordingly, 5 CFR 213.3306(a)(8) is 
amended as set forth below: 

§ 213.3306 Department of Defomr. 

(a) Office of the Secretary. • • • 

(8) Two Assistants to the Secretary of 
Defense for Legislative Affairs. 


(5 US.C. 3301, 3302; EO 10577, 3 CFR 1054- 
1958 Comp., p. 218) 

United States Civil Serv¬ 
ice Commission, 

James C. Spry, 

Executive Assistant 
to the Commissioners . 

|FR Doc.77-8614 Filed 3-21-77:8:45 am) 


Title 7—Agriculture 

SUBTITLE A—OFFICE OF THE SECRETARY 
OF AGRICULTURE 

PART 1—ADMINISTRATIVE REGULATIONS 

Rules of Practice for Formal Adjudicatory 
Administrative Proceedings Instituted by 
the Secretary; Clarification of Scope 

On January 4. 1977 (42 FR 743). there 
were published new “Rules of Practice 
Governing Formal Adjudicatory Admin¬ 
istrative proce edin gs Instituted By The 
Secretary. 0 7 CFR 1.131(a) sets forth 
the authority under several statues for 
the holding of formal administrative ad¬ 
judicatory proceedings. Among the au¬ 
thorities cited is section 6<c) of the 
Perishable Agricultural Commodities 
Act, 1930 (7 U.8.C. 499f <c)). Section 6 

(c) authorizes hearings both for repara¬ 
tion proceedings to rsolve contract dis¬ 
putes between private parties, and for 
proceedings to determine whether there 
have been violations of section 2 of the 
Act (7U.S.C. 499b). 

For purposes of clarification, the rules 
of practice contained in Title 7, Sub¬ 
title A. Part 1. Subpart H (7 CFR 1.130 
through 7 CFR 1.151) cover only those 
formal adjudicatory proceedings author¬ 
ized by section 6(0 of the Perishable 
Agricultural Commodities Act, 1930 to 
determine whether there have been 
violations of section 2 thereof. The rules 
of practice for reparation proceedings 
under the Act continue to be covered 
by 7 CFR 47.1 through 47.25, and 7 CFR 
47.48. 

In view of the above, the introductory 
paragraph of 7 CFR 1.131(a) is changed 
to read as follows: 


I 1.131 Sropr and applicability of tliit 

Mil) part. 

(a) The rules of practice in this sub¬ 
part shall be applicable to all adJudlCA- 
tory proceedings under the statutory 
provisions listed below as those provi¬ 
sions have been or may be amended from 
time to time/ except that those rules 
shall not be applicable to reparation pro¬ 
ceedings under section 6(c) of the 
Perishable Agricultural Commodities 
Act. 1930. The provisions of 7 CFR 1.26 
shall be inapplicable to the proceedings 
covered by this subpart. 

• • • • • 

Since the above change is for the pur¬ 
pose of clarification only, such change 
is effective March 22,1977. 

Dated: March 16.1977. 

Bob Bergland, 
Secretory of Agriculture. 

|FR Doc.77 8455 Filed 3-21-77:8:45 am] 
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CHAPTER IX—AGRICULTURAL MARKET¬ 
ING SERVICE (MARKETING AGREE¬ 
MENTS AND ORDERS; FRUITS. VEGE¬ 
TABLES. NUTS). DEPARTMENT OF 
AGRICULTURE 

l Navel Orange Regulation 404, 
Amendment 1 ] 

PART 907—NAVEL ORANGES GROWN IN 
ARIZONA AND DESIGNATED PART OF 
CALIFORNIA 

Limitation of Handling 
Preamble 

This regulation Increase* the quantity 
of California-Arizona Navel oranges that 
may be shipped to fresh market during 
the weekly regulation period March 11- 
17. 1977. The quantity that may be 
shipped is Increased due to improved 
market conditions for Navel oranges. 
The regulation and this amendment are 
issued pursuant to the Agricultural Mar¬ 
keting Agreement Act of 1937, as 
amended, and Marketing Order No. 907. 

(a) Findings. (1) Pursuant to the 
marketing agreement, as amended, and 
Order No. 907, as amended (7 CFR Part 
907). regulating the handling of Navel 
oranges grown In Arizona and desig¬ 
nated part of California, effective under 
the applicable provisions of the Agricul¬ 
tural Marketing Agreement Act of 1937. 
as amended <7 U-S.C. 001-674). and upon 
the basis of the recommendations and 
Information submitted by the Navel Or¬ 
ange Administrative Committee, estab¬ 
lished under the said amended market¬ 
ing agreement and order, and upon 
other available Information, it Is hereby 
found that the limitation of handling of 
such Navel oranges, as hereinafter pro¬ 
vided, will tend to effectuate the declared 
policy of the act. 

(2) The need for an increase in the 
quantity of oranges available for han¬ 
dling during the current week results 
from changes that have taken place in 
the marketing situation since the issu¬ 
ance of Navel Orange Regulation 404 (42 
PR 13269). The marketing picture now 
indicates that there is a greater demand 
for Navel oranges than existed when the 
regulation was made effective. There¬ 
fore, in order to provide an opportunity 
for handlers to handle a sufficient vol¬ 
ume of Navel oranges to fill the current 
market demand thereby making a 
greater quantity of Navel oranges avail¬ 
able to meet such increased demand, the 
regulation should be amended, as here¬ 
inafter set forth. 

(3) It is hereby further found that it 
is impracticable and contrary to the pub¬ 
lic interest to give preliminary notice, 
engage in public rule-making procedure, 
and postpone the effective date of this 
amendment until 30 days after publica¬ 
tion thereof In the Federal Register (5 
U.Q.C. 553) because the time interven¬ 
ing between the date when information 
upon which this amendment is based be¬ 
came available and the time when this 
amendment must become effective In 
order to effectuate the declared policy of 
the act is insufficient, and this amend¬ 
ment relieves restriction on the handling 
of Navel oranges grown in Arizona and 
designated part of California. 

FEDERAL 


RULES AND REGULATIONS 

(b) Order . as amended. Hie provi¬ 
sions In paragraph (b)(1) (1), and (11) 
of S 907.704 (Navel Orange Regulation 
404 (42 F.R. 13269)) are hereby amended 
to read as follows: 

M (l) District 1: 1.296.000 cartons; 

"(ii> District 2; 304.000 cartons.** 

(Secs. 1-19. 48 3Ut. 31. m Amended; 7 U.S.C. 
601 - 674 .) 

Dated: March 16. 1977. 

Charles R. Brader. 
Deputy Director , Fruit and 
Vegetable Division . Agricul¬ 
tural Marketing Service. 

|FR Doc.77-6457 Filed 3-21-77;8:46 Am] 


| Lemon ReguUUon 83, Amendment 1) 

PART 910— LEMONS GROWN IN 
CALIFORNIA AND ARIZONA 

Limitation of Handling 
Preamble 

This regulation increases the quantity 
of California-Arizona lemons that may 
be shipped to fresh market during the 
weekly regulation period March 13-19, 
1977. The quantity that may be shipped 
Is increased due to improved market 
conditions for California-Arizona lem¬ 
ons. The regulation and this amendment 
are Issued pursuant to the Agricultural 
Marketing Agreement Act of 1937, as 
amended, and Marketing Order No. 910. 

(a) Findings. (1) Pursuant to the 
marketing agreement as amended, and 
Order No. 910, as amended (7 CFR Part 
910), regulating the handling of lemons 
grown in California and Arizona, effec¬ 
tive under the applicable provisions of 
the Agricultural Marketing Agreement 
Act of 1937. as amended (7 UJ3.C. 601- 
674). and upon the basis of the recom¬ 
mendations and information submitted 
by the Lemon Administrative Commit¬ 
tee, established under the said amended 
marketing agreement and order, and 
upon other available information, it is 
hereby found that the limitation of 
handling of such lemons, as hereinafter 
provided, will tend to effectuate the de¬ 
clared policy of the act. 

(2) The need for an increase In the 
quantity of lemons available for han¬ 
dling during the current week results 
from changes that have taken place in 
the marketing situation since the issu¬ 
ance of Lemon Regulation 83 <42 FR 
13534). The marketing picture now in¬ 
dicates that there is a greater demand 
for lemons than existed when the regu¬ 
lation was made effective. Therefore. In 
order to provide an opportunity for 
handlers to handle a sufficient volume 
of lemons to fill the current market de¬ 
mand thereby making a greater quan¬ 
tity of lemons available to meet such in¬ 
creased demand, the regulation should 
be amended, as hereinafter set forth. 

(3) It is hereby further found that it 
is Impracticable and contrary to the 
public interest to give preliminary 
notice, engage in public rulemaking pro¬ 
cedure. and postpone the effective date 
of this amendment until 30 days after 
publication hereof in the Federal Reg¬ 
ister (5 UJ3.C. 553) because the time 
intervening between the date when in¬ 
formation upon which this amendment 
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is based became available and the time 
when this amendment must become ef¬ 
fective in order to effectuate the de¬ 
clared policy of the act is insufficient, 
and this amendment relieves restriction 
on the handling of lemons grown in 
California and Arizona. 

(b) Order . as amended . Paragraph 
(b)(1) of $ 910.383 (Lemon Regulation 
83 (42 FR 13534) is hereby amended to 
read os follows: 

§910.383 I^rmnn Regulation 83 
• • • • • 

(b) The quantity of lemons grown In 
California and Arizona which may be 
handled during the period March 13.1977 
through March 19, 1977. is hereby fixed 
at 240,000 cartons/* 

(Secs. 1-19. 48 SUt. 31. ms Amended; 7 U.S.C. 
601-674.) 

Dated: March 16.1977. 

Charles R. Brader, 
Deputy Director , Fruit and Veg¬ 
etable Division , Agricultural 
Marketing Service. 

IFR Doc.77-8456 Filed 3-21-77.8:45 Ami 


Title 8—Aliens and Nationality 

CHAPTER I—IMMIGRATION AND NAT¬ 
URALIZATION SERVICE, DEPARTMENT 
OF JUSTICE 

Organizations, Duties, and Proceedings; 
Designation of Dallas, Texas as District 
Office; Establishment of Suboffices at 
Oklahoma City, Oklahoma and Louis¬ 
ville, Kentucky 

AGENCY: Immigration and Naturaliza* 
tlon Service. 

ACTION: Final Rule. 

SUMMARY: The purpose of the regula¬ 
tions set forth in this order is to re¬ 
designate the suboffice of this Service at 
Dallas. Texas as a district office and to 
establish suboffices at Oklahoma City, 
Oklahoma and Louisville. Kentucky. 

EFFECTIVE DATE: April 1. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

James G. Hoofn&gle. Jr., Instructions 
Officer. Immigration and Naturaliza¬ 
tion Service, 425 4 T* Street, N.W., 
Washington, D.C. 20536. <202-376- 
8373). 

SUPPLEMENTARY INFORMATION: 
Pursuant to section 552 of Title 5 of the 
United States Code (80 Stat. 383), as 
amended by Pub. L. 93-502 (88 Stat. 
1561), and the authority contained in 
section 103 of the Immigration and Na¬ 
tionality Act (66 SUt. 173; 8 U.S.C. 
1103). 28 CFR 0.105(b) and 8 CFR 2.1. 
the following amendments as set forth 
herein are prescribed to Parts 100. 103 
and 242 of Chapter I of Title 8 of the 
Code of Federal Regulations. 

Effective April 1. 1977. the suboffice 
of this Service located at Dallas, Texas 
will be redesignated as a District Office 
(District No. 20). The Dallas district 
office will have jurisdiction over the 
State of Oklahoma and also over several 
counties in the 8tate of Texas currently 
under the jurisdiction of the Houston. 
Tex. district (District No. 38). Also, tho 

!2, 1977 
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Service will open a suboffice under the 
jurisdiction of the Dallas district office 
in Oklahoma City, Oklahoma. The 
Officer-in-Charge of that suboffice will 
have the authority to Issue warrants of 
arrest and notices of hearing as pro¬ 
vided in 8 CFR 242.1(a). In addition, the 
Service will open a subofflcc in Louis¬ 
ville. Kentucky which will be under the 
jurisdiction of the New Orleans. Louisi¬ 
ana district. The suboffice at Dallas is 
being redesignated as a District Office 
and the new subofflees are being opened 
at Oklahoma City and Louisville in order 
to provide better service to the public 
and provide for more effective manage¬ 
ment and supervision of 8 ervlce opera¬ 
tions in the areas to be served by those 
offices. 

In order to effect the above-described 
organizational changes, the substantive 
and conforming regulatory amendments 
described and set forth below will be 
made to Title 8 of the Code of Federal 
Regulations. 

In 8 CFR 100.4(a) the second sentence 
will be amended to Include reference to 
District No. 20 In the list of offices under 
the Jurisdiction of the Southern Region. 
In 8 CFR 100.4(b) District No. 20 (Dal¬ 
las. Texas) will be added, to have Juris¬ 
diction over the State of Oklahoma and 
the Indicated counties in the State of 
Texas. Also, District No. 38 (Houston. 
Texas) will be revised by deleting those 
counties over which the Dallas district 
will assume Jurisdiction on April 1. 1977. 
8 CFR 100.4(c)(1) will be amended by 
adding Louisville. Kentucky and Okla¬ 
homa City, Oklahoma in alphabetical 
sequence to reflect the establishment of 
those subofflees; and Dallas. Texas will 
be deleted from that listing because it is 
being redesignated as a district office. 

A conforming amendment will be 
made in 8 CFR 103.10 by deleting “Dal¬ 
las. Tex." from the listing of offices 
therein because Dallas will become a dis¬ 
trict office, and records requested under 
the Freedom of Information Act will be 
available from the Dallas district office 
beginning April 1,1977. 

Since it has been determined that the 
Offlcer-in-Chargc at Oklahoma City. 
Oklahoma is to have the authority to 
issue warrants of arrest and notices of 
hearing. 8 CFR 242.1(a) will be 
amended by adding “Oklahoma City, 
Okla." to the list of offices set forth in 
that paragraph. 8 CFR 241.1(a) will be 
further amended by deleting “Dallas. 
Tex". and “San Diego. Calif.”, because 
both of these offices are district offices. 

PART 100— STATEMENT OF 
ORGANIZATION 


Patrol Sectors 15. 16. 17. 18. 19. 20. and 
21 . • • • 

• • • • • 

Section 100.4(b) is amended by adding 
District No. 20. Dallas, Texas. In nu¬ 
merical sequence, to have Jurisdiction 
over the State of Oklahoma and the 
counties In the State of Texas as indi¬ 
cated below: 

(b) District offices. • • • 

• • • • • 

(20) Deltas. Texas . The district office 
in Dallas. Texas, has jurisdiction over the 
State of Oklahoma, and the following 
counties In the State of Texas : Anderson, 
Andrews. Archer, Armstrong. Bailey. 
Baylor. Borden, Bosque. Bowie, Briscoe, 
Camp. Carson. Cass. Castro, Cherokee. 
Childress. Clay, Cochran, Collin. Col¬ 
lingsworth. Comanche, Cooke, Cottle, 
Crosby. Dallam, Dallas, Dawson, Deaf 
Smith. Delta, Denton. Dickens. Donley. 
Eastland. Ellis, Erath, Fannin, Fisher. 
Floyd. Foard, Franklin. Freestone. 
Gaines. Garza. Gray. Grayson. Gregg, 
Hale, Hall, Hamilton. Hansford, Harde¬ 
man. Harrison. Hartley. Haskell. Hemp¬ 
hill. Henderson, Hill. Hockley. Hood, 
Hopkins, Houston, Howard. Hunt, Hut¬ 
chinson. Jack. Johnson. Kaufman, Kent, 
King, Knox. Lamar, Lamb. Leon. Lime¬ 
stone. Lipscomb. Lubbock, Lynn, Marlon, 
Martin. Mitchell. Montague, Moore. 
Morris, Motley, Navarro. Nolan, Ochil¬ 
tree. Oldham. Palo Pinto, Panola, 
Parker. Parmer, Potter, Rains. Ran¬ 
dall. Red River, Roberts. Rockwall. 
Rusk. Scurry. Shackleford. Sherman. 
Smith. Somervell, Stephens. Stonewall, 
Swisher. Tarrant. Terry. Throckmorton. 
Titus. Upshur, Van Zandt, Wheeler. 
Wichita. Wilbarger, Wise. Wood. Yoa¬ 
kum, and Young. 

• • • • • 

In 5 100.4(b), District No, 38 is revised, 
and as revised reads as follows: 

(38) Houston , Texas. The district of¬ 
fice in Houston. Texas has jurisdiction 
over the following counties tn the 8 tate 
of Texas: Angelina, Austin. Brazoria. 
Chambers, Colorado. Fort Bend. Galves¬ 
ton. Grimes. Hardin. Harris, Jasper. 
Jefferson, Liberty, Madison, Matagorda, 
Montgomery*, Nocogdochcs, Newton, Or¬ 
ange, Polk. 8 abine. San Augustine, San 
Jacinto. Shelby, Trinity, Tyler, Walker, 
Waller. Washington, and Wharton. 

• • • • • 

In 1100.4(c)(1), the list of offices 
therein enumerated is amended by add¬ 
ing In alphabetical sequence “Louisville. 
Ky/\ and “Oklahoma City, Okla/', and 
by deleting “Dallas, Tex.“ As amended 
! 100.4(c) (1) reads as follows: 


In the light of the foregoing, the fol¬ 
lowing amendments, os set forth below, 
arc hereby prescribed to Title 8 of Chap¬ 
ter I of the Code of Federal Regulations. 

In 5100.4(a), the second sentence is 
amended to read as follows: 

§ 100.4 Field Srrvirr. 


(a) Regional offices. * • • The South¬ 
ern Regional Office, located in Dallas, 
Texas, has jurisdiction over district 6 , 
14. 15. 20. 26. 28 and 38 and Border 


<c) Suboffices . • • • 
(1) Interior locations. 


Albany. NY. 
Albuquerque. N. 

Mex 

Boise. Idaho 
Cincinnati. Ohio 
Fairbanks, Alaska 
Fresno, Calif. 
Harlingen. Tex. 
Laa Vega*. Nev. 
Louisville, Ky. 
Memphis, Tenn. 


Oklahoma City, 
Okla. 

Pittsburgh, Pa. 
Reno. Nev. 
Sacramento, Calif. 
Balt Lake City, Utah 
Bt. Louis, Mo. 
Spokane, Wash. 
Syracuse. H.Y. 
Tucson, Arte. 


PART 103—POWERS AND DUTIES OF 
SERVICE OFFICERS: AND AVAILABILITY 
OF SERVICE RECORDS 

In 9103.10(a) (1), the first sentence is 
amended by deleting “Dallas, Tex." As 
amended, the first sentence of $ 103.10(a) 

( 1 ) reads as follows: 

§ 103.10 Requests for records under tlie 
Freedom of Information Aet. 

(a) Place and manner of requesting 
records —(1) Place . Records shall be 
made available in the Central Office, 
each regional office, any district office, 
and the following offices; Agana, Guam; 
Albany, N.Y.; Cincinnati, Ohio; Ham¬ 
mond, Ind.; Harlingen. Tex.; Las Vegas. 
Nev.; Memphis, Tenn.; Milwaukee, Wis,; 
Norfolk, Va.; Pittsburg, Pa.; Provi¬ 
dence, R.I.; Reno, Nev.; St. Louis. Mo.; 
Salt Lake City, Utah; Spokane. Wash.; 
additionally. In particular cases, a dis¬ 
trict director may designate any other 
Service office. • • • 


PART 242—PROCEEDINGS TO DETER 

MINE DEPORTABIUTY OF ALIENS IN 

THE UNITED STATES: APPREHENSION, 

CUSTODY, HEARING. AND APPEAL 

In 9 242.1(a), the third sentence is 
amended by adding “Oklahoma City. 
Okla." to the offices shown In that sen- 
tepee, In alphabetical sequence, and by 
deleting “Dallas, Tex/', and “San Diego. 
Calif." As amended, the third sentence 
of 9 242.1(a) reads as follows: 

§ 242.1 Order to »how rau*r and notirr 
of hearing. 

<a) Commencement • • • Orders to 
show cause may be Issued by district 
directors, acting district directors, dep¬ 
uty district directors, assistant district 
directors for Investigations, and offi¬ 
cers in charge at Albany. N.Y.; Cin¬ 
cinnati. Ohio; Hammond, Ind.; Har¬ 
lingen. Tex.; Milwaukee, WU.; Nor¬ 
folk. Va.; Oklahoma City, Okla.; Pitts¬ 
burgh. Pa.; Providence, XIX; Salt Lake 
City, Utah: St. Louis, Mo.; Spokane 
Wash. 

(8ec. 103. 60 But. 173; 8 US C: 1106.) 

Compliance with the provisions of 
section 553 of Title 5 of the United States 
Code (80 Stat. 383) as to notice of pro¬ 
posed rule making and delayed effective 
date Is unnecessary in this Instance be¬ 
cause the amendments contained in this 
order relate to agency organization and 
management. 

Effective date: The amendments con¬ 
tained in this order shall be effective 
April 1. 1977. 

Dated: March 16, 1977. 

L. F. Chapman, Jr„ 
Commissioner of 
Immigration and Naturalisation. 

|FR Doc.77 -6413 Filed 3-21-77:8:45 ami 
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THIe 16—Commercial Practices 

CHAPTER I —FEDERAL TRADE 
COMMISSION 

SUBCHAPTER A—PROCEDURES AND RULES 
Of PRACTICE 

IMPLEMENTATION OF GOVERNMENT IN 
THE SUNSHINE ACT 

PART 4—MISCELLANEOUS RULES 
Correction 

In FR Doc. 77-7373. appearing on page 
13538 of the issue for Friday. March 11, 
1977. the following corrections should be 
made on page 13541. 

1. Column 1. 14.15(a)(3) Announce¬ 
ments of changes in meetings, the cita¬ 
tion reading 5 U3.C. 552(e)(2) should 
read 5 UB.C. 552b<e>(2). 

2. Middle column. | 4.15(c) (2) Closed 
meetings , the citation reading 5 U.S.C. 
552(c) (10) should read 5 UJ5.C. 
552b«c) (10). 

Dated; MArch 17. 1977. 

James A. Town. 
Acting Secretary. 
[FR Doc 77 8475 Filed 3-21-77;8:45 am) 


Title 21—Food and Drugs 

CHAPTER I—FOOD AND DRUG ADMINIS¬ 
TRATION. DEPARTMENT OF HEALTH. 
EOUCATION, AND WELFARE 

[FRL 700-7: PAP6H6I41/R29] 

SUBCHAPTCR B—FOOD AND FOOD 
PRODUCTS 

PART 561—TOLERANCES FOR PESTI¬ 
CIDES IN ANIMAL FEEDS ADMINIS¬ 
TERED BY THE ENVIRONMENTAL PRO 
TECTION AGENCY 

Aldicarb 

On September 1, L976. notice was given 
<41 FR 36834) that Union Carbide Corp.. 
1730 Pennsylvania Ave. NW. Washington 
DC 20006 had filed a petition (FAP 
6H5141) with the Environmental Pro¬ 
tection Agency t EPA). Tills petition pro¬ 
posed that 21 CFR 561.30 be amended 
by establishing a regulation permitting 
the use of the insecticide and nc* mu lo¬ 
cale aldicarb ( 2 -methy 1 - 2 -methylthlo) 
proplonaldchyde 0 - < methy lcarbamoyl) 
oxime on growing oranges with a toler¬ 
ance limitation of 0.6 part per million 
ippm) in dried citrus pulp for the in- 
^ecticide-nematocide and its cholinester¬ 
ase-inhibiting metabolites 2 -methy I- 
2 - imethyIsulflnyl) proplonaldehyde 0 - 
( me thy icarbamoy 1 ) oxime and 2 -methyl- 
2 - f methy Isulfonyli proplonaldehyde 0 - 
< methy lcarbamoyl) oxime. (A related 
document concerning the establishment 
of a tolerance for residues of this pesti¬ 
cide in or on the raw agricultural com¬ 
modity oranges at 0.3 ppm appears else¬ 
where in today's Fi»>exal Register.). No 
comments were received by the Agency 
in response to tills notice of filing. 

The data submitted in the petition and 
other relevant material have been evalu¬ 
ated. and it is concluded that the pesti¬ 
cide can be safely used in the prescribed 
manner when such use is in accordance 
with the label and labeling registered 
pursuant to the Federal Insecticide. 
Fungicide, and Roden tickle Act (FIFRA). 
os amended (86 8 tat. 973; 7 U S C. 136 et 


seq.). Therefore, the regulation is being 
established as proposed. 

Any person adversely affected by this 
regulation may, on or before April 21. 
1977. file written objections with the 
Hearing Clerk, Environmental Protec¬ 
tion Agency, Rm. 1019. East Tower. 401 
M St SW, Washington DC 20460. Such 
objections should be submitted In quln- 
tupiicate and specify the provisions of 
the regulation deemed to be objection¬ 
able and the grounds for the objections. 

If a hearing is requested, the objec¬ 
tions must state the issues for the hear¬ 
ing. A hearing will be granted if the ob¬ 
jections are supported by the grounds 
legally sufficient to Justify the relief 
sought. 

Effective on March 22, 1977. 2i CFR 
561 U amended as set forth below. 

Dated: March 11 . 1977. 

Edwin L. Johnson, 
Deputy Assistant Administrator 
for Pesticide Programs. 

(Sec 409 of the Federal Food, Drug, and 
Conmettc Act (31 IL8.C. 348) ) 

31 CFR 561.30 is revised to read as 
follows: 


§ 5M.30 \Mi« ;irl>. 

Tolerances are established for com¬ 
bined residues of the insecticide and 
nematocide aldicarb ( 2 -methyl- 2 - (meth¬ 
yl thlo > -proplonaldehyde O- (methylcar- 
bamoyl) oxime) and Its cholinesterase- 
inhibiting metabolites 2 - methyl - 2 - 
(mcthylsulfinyl) proplonaldehyde O- 
(methy lcarbamoyl > oxime and 2 -meth¬ 
yl - 2 -<mcthyisulfonyl> -propionnldchyde 
O- (methy lcarbamoyl) oxime In the fol¬ 
lowing processed feeds when present 
therein as n result of the application of 
this pesticide to growing crops: 


• muiion 

Citrus pulp, dried_ __ o.d 

Cottoned hulk _ o.3 


|FR Doc.77-8269 Filed 3-21-77:8:45 am) 


Title 28—Judicial Administration 
CHAPTER I—DEPARTMENT OF JUSTICE 

(Order No. 705-771 

PART 15— DEFENSE OF CERTAIN SUITS 
AGAINST FEDERAL EMPLOYEES. AND 
CERTIFICATION AND DEFENSE OF CER- 
TAIN SUITS AGAINST PROGRAM PAR- 
TICIPANTS UNDER THE NATIONAL 
SWINE FLU IMMUNIZATION PROGRAM 
OF 1976 

Procedures to be Followed In Case of Suit 
Against Certain Federal Employees 

AGENCY: Department of Justice. 
ACTION : Final rule. 

SUMMARY: Existing Justice Depart¬ 
ment regulations set forth certain pro¬ 
cedures to be followed in connection with 
the Department's defense of civil actions 
against certain Federal employees 
arising out of their operation of motor 
vehicles within the scope of their em¬ 
ployment. or on account of their per¬ 
formance of medical care, treatment or 


investigation in the scope of their office 
or employment with the Public Health 
Service or the Veterans Administration 
Department of Medicine and Surgery. 
This order amends the existing regula¬ 
tions to expand their coverage to take 
account of recently enacted legislation 
dealing with medical personnel in the 
Departments of State. Defense and 
Transportation, the armed forces, the 
Central Intelligence Agency and the Na¬ 
tional Aeronautics and Space Adminis¬ 
tration This order also Includes new 
regulations to apply to suits against pro¬ 
gram participants as that term is defined 
In the National Swine Flu Immuniza¬ 
tion Program of 1976. 

EFFECTIVE DATE: March 14. 1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Neil R. Peterson, Civil Division. De¬ 
partment of Justice. Washington, D.C. 

20530 (202-739-4393). 

By virtue of the Authority vested In me 
by 5 U.S.C. 301. 10 U-S.C. 1089. 22 U.S.C. 
817, 28 UJ5.C. 509. 510 and 2679, 38 UB.C. 
4116, and 42 U.S.C. 233. 247b and 2458a, 
Part 15 of Chapter I of Title 28. Code of 
Federal Regulations, is amended as fol¬ 
lows: 

1. The caption for Part 15 is revised 
to read os set forth above. 

2 . The table of contents for Part 15 is 
revised to read as follows: 

Sec 

151 Expeditious delivery of proeen and 
pleadings. 

15.3 Providing data bearing upon scope of 
employment or program participant 
status 

15.3 Removal and defense of auite. 

Atrriioamr: 5 UB.C. 301. 10 UJB.C. 1089, 22 
US.C. 817. 38 OAC. 509, 510 and 2679. 38 
UB.C. 4116, and 42 U8.C. 233. 2476 and 
2158a 

3. Section 15.1 is revised to read as 
follows: 

§ lu.l Lxpfdiliuu* dtiivcnr uf procrM 
and pleading*. 

(a> Any Federal employee against 
whom a civil action or proceeding is 
brought for damages to property, or for 
personal injury or death, on account of 
the employee's operation of a motor ve¬ 
hicle in the scope of his office or 
employment with the Federal Govern¬ 
ment or on account of the employee’s 
performance of medical care, treatment, 
or investigation in the scope of his office 
or employment with the Public Health 
Service, the Veterans Administration 
Department of Medicine and Surgery, 
the Department of State (including the 
the Armed Forces, the Department of De¬ 
fense. the Central Intelligancc Agency, 
Agency for International Development), 
or the National Aeronautics and Space 
Administration shall promptly deliver all 
process and pleadings served upon the 
employee, or an attested true copy 
thereof, to the employee's immediate 
superior or to whoever is designated by 
the head of the employee's department 
or agency to receive such papers. If the 
action is brought against an employee's 
estate this procedure shall apply to the 
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employee's personal representative. In 
addition, upon the employee's receipt of 
such process or pleadings, or any prior 
Information regarding the commence¬ 
ment of such a civil action or proceeding, 
the employee shall immediately so ad¬ 
vise his superior or the designee thereof 
by telephone or telegraph. The superior 
or designee shall promptly furnish the 
United States attorney for the district 
embracing the place wherein the action 
or proceeding is brought and the Chief of 
the Torts Section. Civil Division. Depart¬ 
ment of Justice, with Information con¬ 
cerning the commencement of such ac¬ 
tion or proceeding, and copies of ail 
process and pleadings therein. 

<b) Any program participant as that 
term is defined In 42 U.8.C. 247b<k) (2) 
(B) against whom a civil action or pro¬ 
ceeding is brought for damages for per¬ 
sonal Injury or wrongful death on ac¬ 
count of the administration of swine 
flu vaccine under the National Swine 
Flu Immunization Program of 1976 (or 
the personal representative or successor 
of such program participant, if the ac¬ 
tion is brought against the estate or suc¬ 
cessor of such program participant) 
shall promptly deliver all process and 
pleadings served upon such program par¬ 
ticipant, or an attested true copy thereof, 
to the Assistant Section Chief for Swine 
Flu Litigation, Torts Section. Civil Divi¬ 
sion. U.8. Department of Justice, Wash¬ 
ington. D.C. 20530. and to the Depart¬ 
ment Claims Officer, Office of the Gen¬ 
eral Counsel, Department of Health. 
Education and Welfare, Washington, 
D.C. 20201. The Assistant Section Chief 
for Swine Flu Litigation shall promptly 
furnish copies of the papers to the 
United States attorney for the dLstrict 
embracing the place wherein the action 
or proceeding Is brought. 

4. The present text of 115.2 is desig¬ 
nated as paragraph (a), the heading for 
115.2 is revised and a new paragraph <b) 
Is added to read as follows: 

§ 15.2 Providing data hearing upon 
•rope of employment or program 
participant Matut. 

• • • • • 

fb) A program participant as that 
term is defined in 42 U.S.C. 247b<k)(2) 
(B) shall deliver all Information in the 
participant's possession or reasonably 
available to the participant concerning 
the participant's status as a program par¬ 
ticipant to the Assistant Section Chief 
for Swine Flu Litigation. Torts Section. 
Civil Division. U.8. Department of Jus¬ 
tice. Washington, D.C. 20530, upon 1 re¬ 
quest and within such time os shall be 
fixed. 

5. Section 15.3 is revised to read as 
follows: 

§ 15.3 It t* mo % ul and defence of »uil*. 

(a) The United 8tates Attorneys are 
authorized to make the certifications 
provided for in 10 UB.C. 1089(c), 22 
U.S.C. 817(0, 28 U.S.C. 2679(d), 38 
UJ3.C. 4118(c), and 42 UB.C. 233(c) and 
2458a(c) with respect to civil actions or 
proceedings brought against Federal em¬ 
ployees In their respective districts. Such 
a certification may be withdrawn if a 


further evaluation of the relevant facts 
or the consideration of new or additional 
evidence calls for such action. The mak¬ 
ing. withholding, or withdrawing of cer¬ 
tifications. and the removal and defense 
of, or the refusal to remove and de¬ 
fend. such civil actions or proceedings 
by the United States Attorneys shall be 
subject to the instructions and super¬ 
vision of the Assistant Attorney General 
in charge of the Civil Division. 

(b) The Assistant Attorney General in 
charge of the Civil Division is authorized: 
(1) To make the certification provided 
for in 42 U.S.C. 247b(k) (5) with respect 
to civil actions or proceedings brought 
against program participants in various 
courts of law; (2) to withdraw that cer¬ 
tification if further evaluation of the rele¬ 
vant facts or the consideration of new 
or additional evidence calls for such ac¬ 
tion; (3) to move to revoke such certifi¬ 
cation pursuant to 42 UJ5.C. 247b(k)<6) 
should the facts warrant; and (4) to re- 
delegate to subordinate division officials 
the authority delegated by this para¬ 
graph. provided that such redclegation 
shall be in writing and shall be approved 
by the Associate Attorney General be¬ 
fore becoming effective. 

Dated: March 14.1977 

Griffin B. Bell, 
Attorney General. 

\m Poc.77-6474 Piled 8 21-77:8:46 am| 
Title 29—Labor 

CHAPTER i—NATIONAL LABOR 
RELATIONS BOARD 

PART 102—RULES AND REGULATIONS, 
SERIES 8 

Ex Parte Communications 

AGENCY: National Labor Relations 
Board. 

ACTION: Correction of error in sequence 
of published rules. 

SUMMARY: On Wednesday March 9, 
1977 the National Labor Relations Board 
published in the Fedbjlal Register. 42 
FR 13113-13114 certain revisions to 
Subpart P of its rules, relating to ex 
parte communications. Through error, 
the subsection (b) and (c) of $ 102.133 
were there published as subsections of 
§ 102.132, which has no such subsections. 
The published text of SI 102.132 and 
102.133 Is hereby corrected to show the 
subsections in the proper sequence, ns 
set forth below: 

Subpart P—Ex Parte Communications 

§ 102.132 Reporting of prohibited com* 
muni rat ion*; prnaltie*. 

(a) Any Board agent of the categories 
defined in ft 102.128 to whom a prohibited 
oral ex parte communication is attempted 
to be made shall refuse to listen to the 
communication, inform the communica¬ 
tor of this rule, and advise him that If 
he has anything to say it should be said 
in writing with copies to all parties. Any 
such board agent who receives, or who 
makes or knowingly causes to be made, 
an unauthorized ex parte communication 
shall place or cause to be placed on the 


publtc record of the proceeding (1) the 
communication, if It was written. (2) a 
memorandum stating the substance of 
the communication, if it was oral, (3) all 
written responses to the prohibited com¬ 
munication. and (4) memoranda stating 
the substance of all oral responses to the 
prohibited communication. The execu¬ 
tive secretary, if the proceeding is then 
pending before the Board, the adminis¬ 
trative law judge, if the proceeding is 
then pending before any such judge, or 
the regional director, if the proceeding 
is then pending before a hearing officer 
or the regional director, shall serve copies 
of all such materials placed on the public 
record of the proceeding on all other 
parties to the proceeding and on the at¬ 
torneys of record for the parties. Within 
10 days after the mailing of such copies, 
any party may file with the executive 
secretary, administrative law judge, or 
regional director serving the communi¬ 
cation. and serve on all other parties, a 
statement setting forth facts or conten¬ 
tions to rebut those contained in the pro¬ 
hibited communication. All such re¬ 
sponses shall be placed in the public 
record of the proceeding, and provision 
may be made for any further action, in¬ 
cluding reopening of the record, which 
may be required under the circum¬ 
stances. No action taken pursuant to 
this provision shall constitute a waiver 
of the power of the Board to impose an 
appropriate penalty under | 102.133. 

§ 102.133 IVnultin iml cnforremml. 

ia) Where the nature and circum¬ 
stances of a prohibited communication 
made by or caused to be made by a party 
to the proceeding are such that the in¬ 
terests of justice and statutory policy 
may require remedial action, the Board, 
administrative law judge, or regional 
director, as the case may be. may issue 
to the party making the communication 
a notice to show cause, returnable before 
the Board within a stated period not less 
than 7 days from the date thereof, why 
the Board should not determine that the 
interests of justice and statutory policy 
require that the claim or interest in the 
proceeding of a party who knowingly 
makes a prohibited communication or 
knowingly causes a prohibited communi¬ 
cation to be made, should be dismissed, 
denied, disregarded or otherwise ad¬ 
versely affected on account of such viola¬ 
tion. 

<b) Upon notice and hearing, the 
Board may censure, suspend, or revoke 
the privilege of practice before the 
agency of any person who knowingly and 
willfully makes or solicits the making of 
a prohibited ex parte communication 
However, before the Board Institutes 
formal proceedings under this subsec¬ 
tion, it shall first advise the person or 
persons concerned in writing that it 
proposes to take such action and that 
they may show cause, within a period to 
be stated in such written advice, but not 
less than 7 days from the date thereof, 
why it should not take such action. 

(c) The Board may censure, or, to the 
extent permitted by law. suspend, dis¬ 
miss. or Institute proceedings for the 
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dismissal of. any Board agent who know¬ 
ingly and willfully violates the prohibi¬ 
tions and requirements of this rule. 

Dated. Washington. D.C.. March 17. 
1977. 

By direction of the Board. 

John C. Truesdale. 
Executive Secretary. 

|FR Doo.77-8528 Filed 3-21-77;8:45 am] 


CHAPTER XVII—OCCUPATIONAL SAFETY 
AND HEALTH ADMINISTRATION. DE¬ 
PARTMENT OF LABOR 

PART 1952—APPROVED STATE PLANS 
FOR ENFORCEMENT OF STATE STAND¬ 
ARDS 

Michigan Plan; Level of Federal 
Enforcement 

X. Background. Part 1954 of Title 29. 
Code of Federal Regulations, sets out 
procedures under section 18 of the Oc¬ 
cupational Safety and Health Act of 
1970 <29 U.S.C. 667 > (hereinafter re¬ 
ferred to as the Act) for the evaluation 
and monitoring of State plans which 
have been approved under section 18(c) 
of the Act and 29 CFR Part 1902. Section 
1954.3 of tills chapter provides guidelines 
and procedures for the exercise of discre¬ 
tionary concurrent Federal enforcement 
authority under section 18(e) of the Act 
with regard to Federal standards in is¬ 
sues covered under an approved State 
plan. In accordance with l 1954.3(b) of 
this chapter. Federal enforcement au¬ 
thority will not be exercised as to oc¬ 
cupational safety and health Issues 
covered under a State plan where a State 
is operational. A State is determined to 
be operational under § 1954.3(b) of this 
chapter when it meets the following re¬ 
quirements: enacted enabling legislation, 
approved State standards, a sufficient 
number of qualified enforcement per¬ 
sonnel. and provisions for review of en¬ 
forcement actions. In determining 
whether and to what extent a State plan 
meets the operational guidelines, the 
results of evaluations conducted under 29 
CFR Part 1954 are taken into considera¬ 
tion. Once this determination has been 
made, under $ 1954.3(f) of this chapter, 
a notice of the determination of the op¬ 
erational status of a State plan as de¬ 
scribed in an agreement setting forth the 
Federal-State responsibilities is to be 
published In the Federal Register. 

2. Notice of Michigan Operational 
Agreement . <a> In accordance with the 
provisions of 5 1954.3(f) of this chapter, 
notice is hereby given that it has been 
determined that Michigan has met the 
following conditions for operational 
status: 

(1) Enactment of the Michigan Oc¬ 
cupational Safety and Heulth Act (Act 
154. Public Acts of 1974. MIOSHA) 
which became law and fully effective on 
January 1. 1975. and which Mvas ap¬ 
proved February 1. 1975 (41 FR 8555) 
as part of the Michigan Plan. 

(2> The State has adopted and made 
effective occupational safety and health 
standards providing protection equal to 
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those Federal standards contained in 29 
CFR Part 1910. dated June 27. 1974. and 
in 29 CFR Part 1926. dated June 24. 

1974 

(3) A sufficient number of qualified 
safety and health compliance personnel 
are employed by the State under an ap¬ 
proved merit system to conduct MIOSHA 
inspections; namely. 55 safety and 37 
health Inspectors, as of January 6, 1977. 

(4> Operations since January 1. 1975. 
under MIOSHA. provide a review and 
appeals system for employers and em¬ 
ployees to contest enforcement actions 
and/or abatement periods. 

(5) State enforcement since January 1. 
1975, of the State standards described 
in (2) above has been monitored under 
Subpart C of 29 CFR Part 1954. includ¬ 
ing four semi-annual evaluations cover¬ 
ing the period through Anril 1. 1976. 

(b> In addition, the State has pro¬ 
vided under its plan for; 

(1) A State Occupational Safety and 
Health Poster, the display of which is 
required for compliance with Michigan’s 
Occupational Safety and Health Act. The 
State lias submitted the Poster as a de¬ 
velopmental plan change in accordance 
with 29 CFR Part 1953 for which Fed¬ 
eral approval was given September 22. 

1975 <40 FR 44131). 

(2) Occupational injury and illness 
recordkeeping and reporting by em¬ 
ployers covered under the plan. 

<3> Response to complaints filed with 
the Michigan Department of Labor for 
violation of the prohibition of employer 
discrimination against employees for ex¬ 
ercising their rights under the Michigan 
Occupational Safety and Health Act. 

<4 > Assurances of the rights of em¬ 
ployers and employees, and their repre¬ 
sentatives. consistent with the provisions 
of the Act and its implementing regula¬ 
tions. 

Pursuant to this finding, an agreement 
effective January 6. 1977, and incorpo¬ 
rated as part of the Michigan plan has 
been entered into among KcJth Molin, 
Director. Michigan Department of La¬ 
bor, Maurice S Reizen. M D.. Director, 
Michigan Department of Public Health, 
and Barry J. White. Regional Adminis¬ 
trator for Occupational Safety and 
Health of the U.S. Department of Labor, 
providing that Federal enforcement ac¬ 
tivity under section 18<e> of the Act will 
not be initiated with regard to Federal 
occupational safety and health stand¬ 
ards in the Issues covered under 29 CFR 
Part 1910 and Part 1926. where State 
standards are in effect and operational, 
except those areas listed below retained 
and or exercised by the Federal Govern¬ 
ment under the Act. 

Under the agreement, Federal respon¬ 
sibility under the Act will continue to 
be exercised, among other things, with 
regard to: complaints about violations 
of the discrimination provisions of sec¬ 
tion ll<c> of the Act <29 U.S.C. 660(0); 
enforcement of standards promulgated 
under the Act subsequent to the agree¬ 
ment where necessary to protect em¬ 
ployees as in the case of temporary 
emergency standards promulgated under 
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section 6(c> of the Act (29 U.S.C. 655 
(c)). until such time os the State shall 
have adopted equivalent standards In 
accordance with Subpart C of 29 CFR 
Part 1953; enforcement of Federal stand¬ 
ards contained in 29 CFR 1910.15 
through 1910.19 In the U J3. navigable 
waters, which issues have been spe¬ 
cifically excluded from coverage under 
the plan; and investigations and inspec¬ 
tions for the purpose of evaluating the 
State plan under sections 18 <e) and 
(f> of the Act <29 U.S.C. 667 <e> and <f) >. 
The agreement is subject to revision or 
termination by the Assistant Secretary 
of Labor for Occupational Safety and 
Health upon substantial failure by the 
State to comply with any of its provi¬ 
sions. or when the results of evaluation 
under 29 CFR Part 1954 reveal that State 
operations covered by the agreement fall 
in a substantial manner to be at least 
as effective as the Federal program. 

In accordance with this agreement and 
effective as of January 6. 1977, Subpart 
T of Part 1952 is hereby amended as 
set forth below\* 

§ 19.12.2(»2 Ixtrl of Frderul enforce¬ 
ment. 

Pursuant to $9 1902.20<b)<l><Ui> and 
1954.3 of this chapter under which an 
agreement has been entered into with 
Michigan, effective January 6. 1977. and 
based on a determination that Michigan 
is operational in the issues covered by 
the Michigan occupational safety and 
health plan, discretionary Federal en¬ 
forcement activity under section 18<e) of 
the Act <29 U.S.C. 667(e) will not be 
initialed with regard to Federal occupa¬ 
tional safety and health standards in 
Issues covered under 29 CFR Part 1910 
and 29 CFR Part 1926 The U.S. Depart¬ 
ment of Labor will continue to exercise 
authority, among other things, with re¬ 
gard to: complaints filed with the U.S. 
Department of Labor about violations 
of the discrimination provisions of sec¬ 
tion 11(C) of the Act (29 U.S.C 660<c>); 
Federal standards promulgated subse¬ 
quent to the agreement where necessary 
to protect employees, as in the case of 
temporary emergency standards pro¬ 
mulgated under section 6(c) of the Act* 
<29 U.S.C. 655(c)). in the issues covered 
under the plan and the agreement until 
such time as Michigan shall have 
adopted equivalent standards in accord¬ 
ance with Subpart C of 29 CFR Part 
1953; standards contained in 29 CFR 
1910.15 through 1910.19, which issues 
have been specifically excluded from 
coverage under the Michigan plan; and 
investigations and inspections for the 
purpose of the evaluation of the Michi¬ 
gan plan under sections 18<e) and <f> 
Of the Act (29 U S.C. 667(e) and <f>>. 
The Regional Administrator for Occu¬ 
pational Safety and Health will make a 
prompt recommendation for resumption 
of the exercise of Federal enforcement 
authority under section 18(e) of the Act 
<29 U.S.C. 667(e)) whenever, and to the 
degree, necessary to assure occupational 
safety and health protection to em¬ 
ployees in the State of Michigan. 
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(Sees. 8(g)(2). 18. Pub. L. 91-596, 84 Slat 
1600, 1608 ( 29 USC. 057(g)(2). 607).) 

Signed at Washington. D.C., this 15th 
day of March 1976. 

B. M. Conckun, 
Deputy Assistant 
Secretary of Labor. 

|FR Doc 77-8508 Piled 3-21-77:8:45 am] 


CHAPTER XX—OCCUPATIONAL SAFETY 
AND HEALTH REVIEW COMMISSION 

PART 2201—REGULATIONS IMPLEMENT- 
ING THE FREEDOM OF INFORMATION 
ACT 

PART 2300—REGULATIONS IMPLEMENT- 
ING THE FREEDOM OF INFORMATION 
ACT 

Changes in: (1) Method of Publishing Com¬ 
mission Decisions; (2) Delegation of Au¬ 
thority; and (3) Procedures for Request¬ 
ing Documents and Information 

On December 3, 1976, the Commission 
published (41 PR 53069) proposed 
amendments to its regulations imple¬ 
menting the Freedom of Information 
Act. 5 UJ3.C. 552, as amended November 
21. 1974 (Pub. L. 93-502). That publica¬ 
tion also proposed that the present reg¬ 
ulations, published in Part 2300. be re¬ 
designated Part 2201. Only one comment 
was received on the proposed amend¬ 
ment. and the comment was given due 
consideration as explained further be¬ 
low. However, no changes were made in 
the proposed amendments as a result of 
the comment received. 

Minor editorial changes were made in 
the proposal in 12201.4(e), those 
changes being made to correct incorrect 
addresses and phone numbers of Com¬ 
mission office*. 

The one comment received contained 
a suggestion that the official citation for 
Commission decisions, discussed in 
i 2201.4(c) of the proposal, be changed 
to adopt a continuous page-numbering 
system for all decisions Issued during 
any one year. Although the described ci¬ 
tation method is not being changed pres¬ 
ently. the suggestion is under study and 
may be acted upon at a later date. 

Additionally, the Commission reem¬ 
phasizes that the microfiche publishing 
medium has been adopted on an experi¬ 
mental basis and that its continued 
usage will be examined after adequate 
time has passed in which to judge Us 
usability. 

In consideration of the foregoing. Part 
2300 of Title 29 is hereby vacated and 
new Part 2201 is hereby adopted as set 
forth below. 

Effective date: The new Part 2201 will 
become effective on March 22. 1977. 

Adopted by the Occupational Safety 
and Health Review Commission at its of¬ 
fice in Washington. D C., on the 16th day 
Of March, 1977. 

For the Commission, 

William S. McLaughlin, 

Executive Secretary. 


Sec. 

2201 1 Purpose and scope 

2201.2 Description of agency 

2201.3 Delegation of authority 

2201.4 Information policy 

2301.5 Coplea of records 

2201.6 Procedure for obtaining information 

2201.7 Processing request* 

2201 8 Maintenance of statistics 
AtmtosiTT: Sec. 12(g). Pub. L. No. 91-596, 
84 Stat. 1604 (29 O.SC 661(f)), 5 UB-C. 
553 as amended. 1974 (Pub. L. No. 83-502). 

§ 2201.1 Parpoce and *copc. 

The purpose of the provisions of the 
Part is to provide procedures to imple¬ 
ment the Freedom of Information Act, 5 
US C- section 552, as amended Novem¬ 
ber 21, 1974 (Pub. L. 93-502). The fol¬ 
lowing provisions are applicable only to 
such items of information as relate to 
the agency or are items within its cus¬ 
tody. They are not applicable to the 
rights of parties appearing in adversary 
proceedings before the Commission to 
obtain discovery from on adverse party. 
Such matters are governed by the Com¬ 
mission’s Rules of Procedure which are 
published at Part 2200 of this chapter. 

§ 2201.2 I Inscription of ngrnrr. 

The Occupational 8afety and Health 
Review Commission (OSHRC) adjudi¬ 
cates contested enforcement actions 
under the Occupational Safety and 
Health Act of 1970 (84 Stat. 1590. 29 
U.8.C. 651-77). Decisions of the Com¬ 
mission on sudi actions are issued only 
after the parties to the case are afforded 
an opportunity for a hearing in accord¬ 
ance with section 554 of Title 5, United 
States Code. All such hearings arc con¬ 
ducted by an OSHRC Administrative 
Law Judge at a place convenient to the 
parties and are open to the public. 

§ 2201.3 Delegation of authority. 

The Director of Information and Pub¬ 
lications is delegated the exclusive au¬ 
thority to act upon all requests for in¬ 
formation. documents and records which 
are received from any person or orga¬ 
nization. However, copies of individual 
Commission decisions are available with¬ 
out restriction (sec 2201.4(e) and 
2201.6<a>). 

§2201.1 Information policy. 

(a» Except for matters specifically ex¬ 
cluded by section 553 <b) of Title 5. 
United States Code or other applicable 
statute, all documents and records main¬ 
tained by this agency or within the cus¬ 
tody thereof shall be available to the 
public upon request filed in accordance 
with this part. 

<b> Any person may examine and copy 
any such document or record of this 
agency (or within the custody thereof), 
under conditions prescribed by the Di¬ 
rector of Information and Publications, 
between the hours of 10:00 a.m. and 3:00 
p.rn. on any business day so long as it 
does not interfere with the trial or dis¬ 
position of a pending case. 


tc> All final OSHRC decisions (includ¬ 
ing decisions of the Commission and of 
its administrative law judges) of general 
applicability (including concurring and 
dissenting opinions* are published by the 
Superintendent of Documents. U.8. Gov¬ 
ernment Printing Office, in a series of 
bound volumes known as OSAHRC Re¬ 
ports Volumes 1 through 20. for decisions 
and reports from April 28, 1971 to Octo¬ 
ber 31. 1975. After Volume 20. OSAHRC 
Reports are published in a series of 
microfiche. An example of the official 
method of citation of Commission deci¬ 
sions printed on microfiche is as follows: 

SAMPLE—Secretary v. J. W. Black 
Lumhrr Co., 73 OSAHRC i/BS % p. 2 




The serial 

Coordinates 

Citato 

Year 

The 

No. of 

on the Ftche 

9pm Ufa 

deci¬ 

crfTV*aJ 

Firh* 

tor 1st pace 
of rited 

po«e of 

sion 

reporter 

n here de¬ 

cited 

Usual 

cision it 
printed 

dec i non 

decision 

1973.... 

OSAIIRC 

1/ 

B9 

2 


Copies of individual decisions will also 
be available from the Commission (see 
§ « 2201.4<e> and 2201.6(a)). 

(d) The Commission maintains an in¬ 
dex to all decisions in OSAHRC Reports. 
This index is published and Is available 
from the Superintendent of Documents. 
U.S. Government Printing Office. The in¬ 
dex shall be updated, at least quarterly. 

(e> Copies of individual Commission 
decisions (including administrative law 
judge decisions) may be obtained free of 
charge from the following offices: 
National Omci 

Director of Information and Publication!*. 
1825 K Street. N.W„ Washington, D.C. 
20006. 202-634-7943. 

Regional Omen 

Atlanta. Georgia 1365 Peachtree Street. NK, 
Room 400, Atlanta, Oeorgia 30309. 404- 
881-4086. 

Boston. Mivwhusetu 100 Summer Street. 
Suite 1521. Boston. Massachusetts 02110. 
617-223-3757. 

Chicago. Illinois: 55 Fast Monroe Street, 
Room 1530. Chicago. Illinois 60603. 213-353- 
2564. 

Dallas, Texas: 1507 Pacific Avenue. Fidelity 
Union Tower. Suite 400, Dallas, Texas 
75201.214-749-7171. 

Denver. Colorado: 1050 Seventeenth Street, 
Prudential Building. Suite 1718, Denver. 
Colorado 80265. 303-837-2281. 

San Francisco, California: 

211 Main Street. Room 240, &\n Francisco. 
California 94105. 415-556-8558. 

New York. New York: 

1515 Broadway. Room 3800, New York. New 
York 10036. 212-399 5985. 

St. Louis. Missouri: 

1114 Market Street, Room 608, 8t. Louis, 
Missouri 63101 314-423-5071. 

W&shlngton. DC.: 

6525 Belcrett Road, Suite 1005. Hyattaville. 
Mar>'land 20782 301 436-8870, 

<f> Disclosure of information con¬ 
tained m the official personnel folder of 
any OSHRC employee or former em¬ 
ployee shall be governed by the regula¬ 
tions published by the United States Civil 
Service Commission in 5 CFR Part 294. 
Subpart G. 
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§ 2201.5 Copies of records. 

(a) Copies of documents or records 
of this agency, or within the custody 
thereof, or information respecting the 
time and place of hearings will be fur¬ 
nished to any person or organization re¬ 
questing the same in accordance with 
this part, except for OSAHRC Reports 
and Commission index, which are avail¬ 
able from the Superintendent of Docu¬ 
ments, U.S. Government Printing Office, 
Washington. D.C. 20402. (See 5 2201.4(0 
and (d>). See I 2201.4(e) for instructions 
for obtaining copies of individual Com¬ 
mission decisions. 

<b) The Director of Information and 
Publications shall charge a fee for 
searching for and copying such docu¬ 
ments or records. 

<1> The fee per copy of each page up 
to 8 ! ' 2 " x 14" shall be $ 10 per copy per 
page. However, when the fee so computed 
would be less than $3.00, no fee shall be 
charged. 

(2) The search charge shall be $5 00 
per hour of clerical time and $ 10.00 per 
hour of professional time, except that no 
search charge shall be made for copies 
of decisions. 

(3) Copies of individual decisions of 
the Commission shall be available from 
the Director of Information and Publica¬ 
tions and from the several Commission 
offices without charge (see 112201.4(e) 
and 2201 . 6 (a)). 

(4) Searches for computerized records 
shall be charged at the actual charge to 
the government not to exceed $200 per 
hour. This fee includes machine time and 
that of the operator and clerical person¬ 
nel. The fee for computer printouts shall 
be 20 cents per page for the original and 
carbon copies concurrently printed. 

(5) The fee for certification or au¬ 
thentication shall be $3.00 per document. 

(c) All charges may be waived or re¬ 
duced by the Director of Information and 
Publications whenever it is determined 
that it is in the public interest to do so 
because furnishing the information can 
be considered as primarily benefiting the 
general public. 

<d> Copies of documents (Including 
the hearing transcript) which have been 
filed in an OSHRC case which, at the 
time of the request therefor, is pending 
in any United States Court should be di¬ 
rected to such Court. 

(e) Requests for transcripts of OSHRC 
hearing shall be made in accordance 
with the procedure set out in I 2201 6 <d». 

§2201.6 Procedure for obtaining in* 
formation. 

<a) Persons or organizations wishing 
to obtain copies of individual Commis¬ 
sion decisions (including administrative 
law judge decisions) may call, write or 
visit either the Director of Information 
and Publications at the national office 
or any of the field offices of the Com¬ 
mission. See 4 2201.4(e) for addresses 
and telephone numbers of those offices. 
These copies are available free of charge. 

<b> Persons or organizations wishing 
to obtain copies of numerous decisions or 
an index of decisions are advised to con¬ 
tact the UB. Government Printing Of¬ 


fice to secure copies of OSAHRC Reports 
and of the OSAHRC Reports Index. See 
I 2201.4(c) for information on OSAHRC 
Reports. See I 2201.4(d) for information 
on the Commission inCex. 

(c) Persons or organizations wishing 
to obtain copies of the Commission's 
press releases, rules of procedure or any 
other published material (other than 
the index and decisions), information 
concerning the date, time and place of 
hearings or other information of a gen¬ 
eral nature concerning operations of 
the Commission may call, write or visit 
the Director of Information and Publi¬ 
cation; at the national office of the Com¬ 
mission. These documents and items of 
information are avai’able free of charge. 

(d> All persons or organizations re¬ 
questing any information from the Com¬ 
mission or any record or document (other 
than the information, records and docu¬ 
ments specified in subsections (a), <b) 
and (c) of this section ( 12201 . 6 )) of 
the Commission or in its custody shall 
submit such request in writing to the 
Director of Information and Publica¬ 
tions. OSHRC. 1825 K Street. N.W.. 
Washington. D C. 20006. All such requests 
for information should be clearly identi¬ 
fied as a request for information under 
the Freedom of Information Act. and if 
submitted by mail or otherwise sub¬ 
mitted in an envelope or other cover, 
should carry the phrase “INFORMA¬ 
TION REQUEST’* in capital letters on 
the front of the envelope or cover. 

(e) If a request does not comply with 
the provisions of the preceding para¬ 
graph. it shall not be deemed received 
by the Commission until the time it is 
actually received by the Director of In¬ 
formation and Publications. 

§ 2201.7 IYucr**ing rcqurM*, 

(a) The Director of Information and 
Publications shall respond promptly to 
all requests for information or for copies 
of records or documents which are sub¬ 
mitted in accordance with this regula¬ 
tion but in no event shall such response 
be furnished later than ten ( 10 ) working 
days following receipt of such request. 

(b) A request that Is expected to in¬ 
volve assessed fees in excess of $50.00 
will not be deemed to have been received 
until the requester is advised of the an¬ 
ticipated cost and agrees to bear it. 

<c) In the event any request for in¬ 
formation or for a copy of any document 
or record is denied, the Director of In¬ 
formation and Publications shall, within 
10 working days of the receipt of the 
request, notify the requester of the 
denial. Such denial shall specify the 
reason therefor and also advise that the 
denial may be appealed as specified here¬ 
inafter. 

(d> Whenever any request for in¬ 
formation or for a copy of any document 
or record is denied by the Director of 
Information and Publications, an ap¬ 
peal may be filed with the Chairman of 
the Commission within 30 working days 
after the requester receives notification 
that the request has been denied. The 
appeal shall be in writing and the Chair¬ 
man shall respond ot the same in accord¬ 


ance with section 552(a)(6) of Title 5. 
United States Code, and within the time 
period set forth therein. 

§ 2201.8 Maintrnnnrr of fttutiMic*. 

(а) The Director of Information and 
Publications .shall maintain records of 

(1) The total amount of fees collected 
by this agency pursuant to this part; 

(2) The number of denials of request* 
for records or information made pursu¬ 
ant to this part and the reason for each; 

(3> The number of appeals from such 
denials, together with the results of such 
appeals, and the reason (si for the action 
upon each appeal that remits in a denial 
of information or documents; 

(4> The namc(s) and tltle(s> or posi¬ 
tion <s) of each person responsible for 
each denial of records requested and the 
number of instances of participation for 
each; 

(5) The results of each proceeding 
conducted pursuant to sect ion 552(a) 
(4MP) of Title 5. United States Code, 
including a report of the disciplinary 
action against the official or employee 
who was primarily responsible for im¬ 
properly withholding records or an ex¬ 
planation of why disciplinary action was 
not taken; 

( б ) A copy of every rule made by this 
agency affecting or in implementation of 
section 552 of Title 5, United States 
Code; 

(7) A copy of the fee schedule for 
copies of records and documents re¬ 
quested pursuant to this regulation; and 

( 8 ) All other information which indi¬ 
cates efforts to administer fully the let¬ 
ter and spirit of the Freedom of Infor¬ 
mation Act and the above rules. 

<b> The Director of Information and 
Publications shall annually, within 60 
days following the close of each calendar 
year, prepare a report covering each of 
the categories of records to be main¬ 
tained in accordance with the foregoing 
and submit the same to the Speaker of 
the House of Representatives nnd the 
President of the Senate for referral to 
the appropriate committees of the Con¬ 
gress. 
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PART 2203— REGULATIONS IMPLEMENT¬ 
ING THE GOVERNMENT IN THE SUN¬ 
SHINE ACT 

Public Attendance at Meetings of the 
Commission 

On February 11 , 1977, the Commission 
published (42 FR 8680) proposed regula¬ 
tions implementing sections <b> through 
(fi of the Government in the Sunshine 
Act. 5 US.C. 552b (<b> through (f>>. 
(the “Act"). Two comments were re¬ 
ceived. and both were given careful 
consideration as further explained be¬ 
low; however, no changes were made in 
the proposal. 

One commentator stated that the 
exemption to open meetings contained 
in proposed I 2‘203.2(b>, for meetings to 
discuss matters relating “solely to in¬ 
ternal personnel rules and practices," 
was broader than the Act allows. The 
Commission feels that such is not the 
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case and that the exemption as stated is 
proper under the Act. The saire com¬ 
mentator suggested that the regulations 
should require an annual report to 
Congress such as required in section (j) 
of the Act, 5 U.S.C. 552b<J). The Com¬ 
mission Is required to submit such report 
in any event, and it is felt that a regula¬ 
tion on that subject is not essential. 

Another commentator expressed con¬ 
cern that the definition of the term 
•‘meeting’* in $ 2203.2 of the proposal 
specifically excludes *’the consideration 
by Commissioners individually of busi¬ 
ness which is circulated sequentially in 
writing . . The Commission feels that 
the proposed section meets both the 
spirit and the letter of the law as 
expressed in the Conference Report ac¬ 
companying the bill. However, the 
Commissioners do not intend purposely 
to use tills exemption to any extraor¬ 
dinary extent so as to avoid compliance 
with the Act. 

In consideration of the foregoing, new 
Part 2203 is hereby adopted as set forth 
bclow\ 

Effective date: New’ Part 2203 will be¬ 
come effective immediately. 

Adopted by the Occupational Safety 
and Health Review Commission at its 
office in Washington. D C., on the 16th 
day of March. 1977. 

For the Commission. 

Wii.liam S. McLaughlin. 

Executive Secretary. 

Sec. 

2203.1 Purpose end scope 
22032 Meeting defined 

2203.3 Public attendance at Commission 
meetings 

Atmioamr: 20 U.8.C. 661(f), Pub. L. No 
91-696. 84 8tat 1604 (5 U S C. 652b(gi. Pub. 
L No. 94-409. 90 Slat. 1241.) 

g 2203.1 PurpoM* and scope. 

Consistent with the principle that the 
public is entitled to the fullest practi¬ 
cable information regarding the decision¬ 
making processes of the Federal Govern¬ 
ment. it is the purpose of the regulations 
In this Part to open the meetings of the 
Occupational Safety and Health Review 
Commission to public observation while 
preserving the Commission's ability to 
carry out its responsibilities and protect¬ 
ing the rights of individuals. 

§ 2203.2 Meeting defined. 

fa) For the purposes of this Part, the 
term ••meeting 1 * means the deliberations 
of at least a majority of the members of 
the Commission, where such delibera¬ 
tions determine or result in the joint 
conduct or disposition of official Commis¬ 
sion business, but does not include the 
deliberations required or permitted 
under $9 2203.3 fc) and fd>. 

(b) The consideration by Commission¬ 
ers Individually of business which is cir¬ 
culated sequentially in writing is not 
considered a meeting for purposes of this 
part. 

(c) Conference telephone calls among 
the Commissioners are considered meet¬ 
ings under this Part if such calls other¬ 


wise qualify as meetings under para¬ 
graph fa) of this section. 

§ 2203.3 Public attendance at Commis¬ 
sion merlin g*. 

(а) Commissioners shall not Jointly 
conduct or dispose of Commission busi¬ 
ness in a meeting other than in accord¬ 
ance with this part. Except os provided 
in paragraph (b) of this section, every 
portion of every meeting of the Commis¬ 
sion shall be open to public observation. 
The public shall not be allowed to par¬ 
ticipate in any of the discussions. 

<b) Closed Commission meetings. Ex¬ 
cept in a case where the Commission 
finds that the public interest requires 
otherwise, the second sentence of para¬ 
graph (a) of this section shall not apply 
to any portion of a Commission meeting, 
and the requirements of paragraphs (c) 
and (d) of this section shall not apply to 
any information pertaining to such 
meeting otherwise required by this sec¬ 
tion to be disclosed to the public, where 
the Commission properly determines 
that such portion or portions of Us meet¬ 
ing or the disclosure of such Information 
Is likely to: 

(1) Disclose matters that are (1) spe¬ 
cifically authorized under criteria estab¬ 
lished by an Executive order to be kept 
secret in the interests of national defense 
or foreign policy and fit) in fact properly 
classified pursuant to such Executive 
order; 

(2) Relate solely to the internal per¬ 
sonnel rules and practices of the Com¬ 
mission; 

(3) Disclose matters specifically ex¬ 
empted from dbclosure by statute (other 
than section 552 of title 5), Provided. 
That such statute (i) requires that the 
matters be withheld from the public in 
such a manner as to leave no discretion 
on the issue, or <U) establishes particular 
criteria for withholding or refers to par¬ 
ticular types of matters to be withheld; 

(4) Disclose trade secrets and com¬ 
mercial or financial information ob¬ 
tained from a person and privileged or 
confidential; 

(5> Involve accusing any person of a 
crime, or formally censuring any person; 

(б) Disclose information of a personal 
nature where disclosure would constitute 
a clearly unwarranted invasion of per¬ 
sonal privacy; 

(7> Disclose investigatory records 
compiled for law enforcement purposes, 
or information which if written would be 
contained in such records, but only to 
the extent that the production of such 
records or information would <i) inter¬ 
fere with enforcement proceedings, (ill 
deprive a person of a right to a fair trial 
or impartial adjudication, (ill) consti¬ 
tute an unwarranted Invasion of per¬ 
sonal privacy, <iv) disclose the Identity 
of a confidential source and. in the case 
of a record compiled by a criminal law 
enforcement authority m the course of a 
criminal investigation, or by an agency 
conducting a lawful national security in¬ 
telligence investigation, confidential in¬ 
formation furnished only by the confi¬ 
dential source. (v> disclose investigative 
techniques and procedures, or (vi) en¬ 


danger the life or physical safety of law 
enforcement personnel; 

(8) Disclose Information contained in 
or related to examination, operating, or 
condition reports prepared by, on be¬ 
half bf. or for the use of an agency re¬ 
sponsible for the regulation or supervi¬ 
sion of financial institutions; 

(9) Disclose Information the prema¬ 
ture disclosure of which would: 

(1) Be likely to (a) lead to signifi¬ 
cant financial speculation in curren¬ 
cies. securities, or commodities, or (b) 
significantly endanger the stability of 
any financial institution, or 

<ii) Be likely to significantly frus¬ 
trate implementation of a proposed 
Commission action, except where the 
Commission has already disclosed to the 
public the content or nature of its pro¬ 
posed action, or where the Commission 
is required by law to make such disclo¬ 
sure on its own initiative prior to tak¬ 
ing final agency action on such pro¬ 
posal; or 

(10) Specifically concern the Com¬ 
mission’s issuance of a subpoena or the 
Commission's participation in a civil 
action or proceeding, an action in a for¬ 
eign court or international tribunal, or 
an arbitration, or the initiation, conduct 
or disposition by the Commission of a 
particular case of formal Commission 
adjudication pursuant to the proce¬ 
dures in section 554 of Title 5. U.S.C. 

<c> <1> Procedures lor closing meet - 
ings. Action under paragraph (b) of 
this section shall be taken only when 
two Commissioners vote to take such 
action. A separate vote of the Com¬ 
missioners shall be taken with respect 
to each Commission meeting a portion 
or portions of which are proposed to be 
closed to the public pursuant to para¬ 
graph <b) of this section, or with re¬ 
spect to any information which is pro¬ 
posed to be withheld under paragraph 
<b) of this section. A single vote may 
be taken with respect to a series of • 
meetings, a portion or portions of which 
are proposed to be closed to the public, 
or with respect to any information con¬ 
cerning such series of meetings, so long 
as each meeting in such scries involves 
the same particular matters and is 
scheduled to be held no more than thirty 
days after the initial meeting in such 
series. The vote of each Commissioner 
participating in such vote shall be re¬ 
corded and no proxies shall be allowed. 

(2) Whenever any person whose in¬ 
terests may be directly affected by a 
portion of a meeting requests that the 
Commission close such portion to the 
public for any of the reasons referred 
to in paragraphs (b)(5). (b)(6), or <b> 
(7> of this section, the Commission, 
upon request of any one of its mem¬ 
bers, sliall vote by recorded vote whether 
to close such meeting. 

1 3) Within one day of any vote taken 
pursuant to paragraph <cMl> or (c> 
(2) of this section, the Commission shall 
make publicly available a written copy 
of such vote reflecting the vote of each 
member on the question. If a portion of 
a meeting Is to be closed to the public, 
the Commission shall, within one day 
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of the vote taken pursuant to paragraph 
(c)(1) or (c)(2) of this section, make 
publicly available & full written expla¬ 
nation of Its action closing the portion 
together with a list of all persons ex¬ 
pected to attend the meeting and their 
affiliation. 

(4) The Commission has determined 
that a majority of its meetings may be 
dosed to the public pursuant to para¬ 
graph (b) (10) of this section. There¬ 
fore, pursuant to 5 U.8.C. 552(b) (d) (4). 
Commission meetings shall be closed to 
the public pursuant to paragraph 
(b)(10) of this section when two Com¬ 
missioners vote by recorded vote at the 
beginning of such meeting, or portion 
thereof, to close the exempt portion or 
portions of the meeting, and a copy of 
such vote, reflecting the vote of each 
Commissioner on the question. Is made 
available to the public. The provisions 
of paragraphs (c)(1), (c) (2), and (c)(3) 
of this section, and all of paragraph (d) 
of this section shall not apply to any 
portion of a meeting to which this para¬ 
graph applies: Provided. That the Com¬ 
mission shall, except to the extent that 
such information Is exempt from dis¬ 
closure under the provisions of para¬ 
graph (b) of this section, provide the 
public with public announcement of the 
tunc, place, and subject matter of the 
meeting and of each portion thereof at 
the earliest practicable time. 

id) Scheduling and public announce¬ 
ment. (1) In the case of each meeting, 
the Commission shall make public an¬ 
nouncement, at least one week before 
the meeting, of the time, place, and sub¬ 
ject matter of the meeting, whether it 
is to be open or closed to the public, and 
the name and phone number of the offi¬ 
cial designated by the Commission to re¬ 
spond to requests for information about 
the meeting. Such announcement shall 
be made unless two Commissioners deter¬ 
mine by a recorded vote that Commission 
business requires that such meeting be 
called at an earlier date. In which case 
the Commission shall make public an¬ 
nouncement of the time, place, and sub¬ 
ject matter of such meeting, and whether 
open or closed to the public, at the 
earliest practicable time, 

(2) The time or place of a meeting 
may be changed following the public 
announcement required by paragraph 
<d)(l) of this section only if the Com¬ 
mission publicly announces such change 
at the earliest practicable time. The sub¬ 
ject matter of a meeting, or the deter¬ 
mination of the Commission to open or 
close a meeting, or a portion of a meet¬ 
ing, to the public, may be changed fol¬ 
lowing the public announcement re¬ 
quired by paragraph (d)(1) only if (i) 
two Commissioners determine by a re¬ 
corded vote that Commission business so 
requires and that no earlier announce¬ 
ment of the change was possible, and (11) 
the Commission publicly announces such 
change and the vote of each Commis¬ 
sioner upon such change at the earliest 
practicable time. 

(3) Immediately following each public 
uinouncement required by paragraph 


<d) (1) of this section, notice of the time, 
place, and subject matter of a meeting, 
whether the meeting is open or dosed, 
any change in one of the preceding, and 
the name and phone number of the of¬ 
ficial designated by the Commission to 
respond to requests for Information 
about the meeting, shall also be sub¬ 
mitted for publication in the Federal 
Register. 

(e) CertiAcation o / closed meetings; 
transcripts, electronic recordings, and 
minutes. (1) For every meeting closed 
pursuant to paragraphs (b)(1) through 
(b) (10) of this section, the Counsel to 
the Commission shall publicly certify 
that. In his or her opinion, the meeting 
may be closed to the public and shall 
state each relevant exemptive provision. 
A copy of such certification, together 
with a statement from the presiding 
officer of the meeting setting forth the 
time and place of the meeting, and the 
persons present, shall be retained by the 
Commission. The Commission shall 
maintain a complete transcript or elec¬ 
tronic recording adequate to record fully 
the proceedings of each meeting, or por¬ 
tion of a meeting, closed to the public, 
except that in the case of a meeting, or 
portion of a meeting, closed to the public 
pursuant to paragraph (b)(8), (b) (9Xi>. 
or (b)(10) of this section, the Commis¬ 
sion shall maintain either such a tran¬ 
script or recording, or a set of minutes. 
Such minutes shall fully and clearly de¬ 
scribe all matters discussed and shall 
provide a full and accurate summary of 
any actions taken, and the reasons there¬ 
for, including a description of each of the 
views expressed on any item and the rec¬ 
ord of any roll call vote (reflecting the 
vote of each Commissioner on the ques¬ 
tion). All documents considered In con¬ 
nection with any action shall be identi¬ 
fied In such minutes. 

(2) The Commission shall make 
promptly available to the public, in a 
place easily accessible to the public, the 
transcript, electronic recording, or min¬ 
utes las required by paragraph (e)(1) of 
this section] of the discussion of any item 
on the agenda, or of any item of the 
testimony of any witness received at the 
meeting, except for such item or items of 
such discussion or testimony as the Com¬ 
mission determines by a vote of two 
members (1) contains information which 
may be withheld under paragraph <b) of 
this section, and 01) is not required by 
the public interest to be made available. 
Copies of such transcript, or minutes, or 
a transcription of such recording disclos¬ 
ing the identity of each speaker, shall be 
furnished to any person at the actual cost 
of duplication or transcription. The 
Commission shall maintain a complete 
verbatim copy of the transcript, a com¬ 
plete copy of the minutes, or a complete 
electronic recording of each meeting, or 
portion of a meeting, closed to the public, 
for a period of at least two years after 
such meeting, or until one year after that 
conclusion of any Commission proceed 
ing with respect to which the meeting or 
portion was held, whichever occurs later. 
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Title 47—Telecommunication 

CHAPTER I—FEDERAL COMMUNICATIONS 
COMMISSION 

IFCO 77-178J 

PART 76—CABLE TELEVISION 
SERVICES 

Network Program Nondu plication Pro¬ 
tection Requirement of § 76.92 

Adopted: March 8.1977. 

Released: March 18. 1977. 

In re: Amendment of Part 76, 8ubpart 
F of the Commission’s Rules and Regu¬ 
lations Concerning the Network Pro¬ 
gram Nonduplication Protection Re¬ 
quirement of S 76.02. 

1. In Newport Cablevlslon. Inc. (New¬ 
port, Vermont), FCC 76-1140,_FCC 

2d-(1976), the Commission clarified 

Section 76.92(d) of the Rules by stating 
that a television translator must be car¬ 
ried on a cable television system in order 
for the licensee or permittee of the trans¬ 
lator to claim network program nondu¬ 
plication protection. We have today de¬ 
nied a “Petition for Reconsideration" of 
our decision in the above-cited Newport 
Cablevlslon (FCC 77-179) case in which 
we have reiterated our determination 
that carriage of a translator by a cable 
system Is a condition precedent to the 
assertion of nonduplicatlon rights. 

2. So as to avoid further confusion on 
the question of nonduplicatlon rights of 
television translators, we arc hereby 
amending 4 76.92(d) of the Rules, as set 
forth below. 

The amendment of our Rules, con¬ 
tained in the attachment is an interpre¬ 
tive rule and is therefore exempt from 
the prior notice requirements of the Ad¬ 
ministrative Procedure Act under 5 
U.S.C. 553(A). 

Authority for the rule amendment 
adopted herein is contained in Sections 
4(1) and 303 of the Communications Act 
of 1934, as amended. 

Accordingly, it is ordered. That effec¬ 
tive March 23. 1977. 4 76.92(d) of the 
Commission's Rules and Regulations is 
amended as set forth below. 

(Sacs. 4. 303. 48 8tat., Aft amended. 1066. 1082 
(47 U8.C. 154. 303.)) 

Federal Communications 
Commission. 

Vincent J. Mullins, 

Secretary. 

Chapter I of Title 47 of the Code of 
Federal Regulations is amended as 
follows: 

1. Section 76.92'd> is amended, as 
follows: 

6 76.92 Station* rnlitlrtl to network pro¬ 
gram noml ii plication protection. 

• • • • • 

<d> Any cable television system oper¬ 
ating in a community to which a 100- 
watt or higher power translator station 
is licensed, which translator is located 
within the predicted Oradc B signal con¬ 
tour of the television broadcast station 
that the translator station retransmits, 
and w’hich translator is carried by the 
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cable system, shall, upon the request of 
such translator station licensee or per¬ 
mittee. delete the duplicating network 
programming of Any television broad¬ 
cast station whose reference point (See 
i 76.53) is more than 55 miles from the 
community of the system. 

• • • • • 

|FR Doc.77~M78 Filed 3-31 77:8:45 am) 


(FCC 77-172) 

PART 97—AMATEUR RADIO SERVICE 

Deregulating Application Procedures Con¬ 
cerning Station Location of an Amateur 

Licensee 

Adopted: March 8. 1977. 

Released: March 17. 1977. 

In the matter of amendment of Part 
97 to deregulate application procedures 
concerning the station location of an 
Amateur licensee. 

1. As part of its effort to eliminate 
those rules and regulations which are 
not absolutely essential to the proper 
administration of the Amateur Radio 
Service, the Commission has under con¬ 
sideration S 97.95(a) <2) of the Commis¬ 
sion's Rules which requires a licensee to 
timely Ale a formal application when 
changing the fixed location of the licens¬ 
ee's amateur radio station. 

2. At present when an authorized 
fixed station location is changed, formal 
application must be submitted to the 
Commission prior to any operation and 
within four months of the move. By this 
Order wc are deleting the requirement 
that the application be filed within four 
months of the change of location. The 
rule has proved impractical to enforce 
and serves only a marginal purpose in 
the administration of the Amateur 
Radio Service. 

3. Authority for this amendment ap¬ 
pears in sections 4ti) and 303 of the 
Communications Act of 1934, as 
amended. The prior notice and public 
procedure provisions of the Administra¬ 
tive Procedure Act. 5 U.S.C. 553 are un¬ 
necessary because the Commission be¬ 
lieves the minor amendment adopted 
herein will have an Insignificant impact 
on Amateur licensees and the public at 
large and that no objection to such an 
amendment will be received. No present 
or future licensees in the Amateur Radio 
Service will be adversely affected by the 
removal of this restriction. Since the 
amendment relieves a rule restriction. 


the effective date of the rule change may 
be immediate, pursuant to the Adminis¬ 
trative Procedure Act. 

4. Accordingly , if is ordered . That 
Part 97 of the Commission’s Rules Is 
amended as set forth in the attachment 
below, effective March 23, 1977. 

(Sec*. 4, 303. 48 StAt^ a k amended. 1066. 1082: 
47 US.C. 154,303). 

Federal Communications 
Commission, 

Vincent J. Mullins. 

Secretary. 

Part 97 of Chapter 1 of Title 47 of the 
Code of Federal Regulations is amended, 
as follows: 

Section 97.95<a> <2> is revised to read 
as follows: 

§ 97.‘)S 0|M-ralion *uu? fmm the iu> 
tlmri/««l fixed operation *!ation lo¬ 
ro I ion. 

(a) Operation within the United 
States, its territories, or possessions is 
permitted as follows: 

• • t • • 

«2> When the authorized fixed station 
operation location is changed, an appli¬ 
cation must be filed prior to any opera¬ 
tion in accordance with $ 97.47. 

• • • • • 

| FR Doc 77-8479 Filed 3 31-77:8:45 ami 


Title 49—Transportation 

CHAPTER X—INTERSTATE COMMERCE 
COMMISSION 

SUBCNAPTfcR D—TARIFFS AND SCHEDULES 
| No. 358671 » 

PART 1307—FREIGHT RATE TARIFFS, 
SCHEDULES. AND CLASSIFICATIONS 
OF MOTOR CARRIERS 

PART 1310—FREIGHT RATE TARIFFS AND 
CLASSIFICATIONS OF MOTOR COMMON 
CARRIERS 

Construction, Filing, and Posting of Tariffs 
of Common Carriers of Property by 
Motor Vehicle and Tariffs of Certain 
Common Carriers by Water 

Upon consideration of the record in 
the above-entitled proceeding, including 
the petition <1) of Sea-Land Service. 
Inc., filed August 30. 1976, <2) of Corley 
Companies, filed October 25. 1976. (3) 


1 This proceeding is oouaolUUted with 
docket No. 35867 \ Sub-No. 1). Standard 
Headings and Standard Item Number* for 
Commonly Published Rules in Tariffs of 
Class I Motor Common Carriers of Property 
and of Agents 


of the Department of Defense, filed Octo¬ 
ber 29. 1976, (4) of Aerospace Industries 
Association of America, Inc., filed Octo¬ 
ber 29. 1976, (5) of Central and Southern 
Motor Freight Tariff Association. Inc 
et aL. filed October 29. 1976. <6> of Bulk 
Carrier Conference. Inc., filed October 29. 
1976. and (7) of Motor Carriers Traffic 
Association, filed October 29. 1976, for 
reconsideration of the report and order 
< 352 I.C.C. 46). and the reply to the peti¬ 
tions in (3) and (4) above, filed Novem¬ 
ber 18. 1976, by Central and Southern 
Motor Freight Tariff Association, Inc 
et al.: and 

It appearing, that in the aforesaid re¬ 
port the Commission prescribed new reg¬ 
ulations to govern the construction, fil¬ 
ing. and posting of tariffs of common 
carriers of property by motor vehicle and 
tariffs of common carriers by water 
which contain joint motor-water rates 
or provisions governing such rates, des¬ 
ignated as Tariff Circular MF No. 5 (49 
CFTt 1310); and that it was ordered that 
the Code of Federal Regulations be 
amended to reflect the addition of the 
new r rules and the revocation of th e old 
ones (Tariff Circular MF No. 3 (49 CFR 
1307 Bn. effective April 15.1977; 

And it further appearing, that in or¬ 
der to permit the Commission to consider 
the petitions filed, and in order that pos¬ 
sible premature compliance with pre¬ 
scribed regulations may be forestalled 
it is necessary that the effective date of 
the order be postponed until further no¬ 
tice by the Commission; 

Wherefore, and good cause appearing 
therefore: 

// is ordered . That on the Commissions 
own motion the effective date of the or¬ 
der entered in this proceeding on April 
15. 1976. be. and it is hereby, stayed 
pending further order of the Commis¬ 
sion. 

And it is further ordered. That notice 
of this order be given to the general pub¬ 
lic by mailing a copy to each party of 
record in dockets Nos. 35867 and 35867 
< Sub-No. 1) and by depositing a copy In 
the Office of the Secretary. Interstate 
Commerce Commission, Washington, 
D.C. 20423. for public Inspection, and by 
delivering a copy to the Director, Office 
of the Federal Register, for publication 
In the Federal Register as notice to all 
Interested persons. 

Dated at Washington. D.C.. this 14th 
day of March 1977. 

By the Commission. Commissioner 
Hardin. 

Robert L. Oswald. 

Secretary 

I FR Doc.77-8497 FUed 8-21-77:8:45 am | 
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CIVIL SERVICE COMMISSION 

[ 5 CFR Part 302] 

EMPLOYMENT IN THE EXCEPTED 
SERVICE 

Revised Basis for Disqualification and 
Dismissal 

AGENCY: Civil Service Commission. 
ACTION: Proposed rule. 

SUMMARY: The Civil Service Commis¬ 
sion propose* to amend i 302.203 of 5 
CFR to revise the disqualifying factors 
for the excepted civil service. The Civil 
Service Commission published rules in 
the Federal Register on July 3. 1975 (40 
FR 28047). for revision of the standards 
used to disqualify applicants for em¬ 
ployment and for dismissing Federal 
employees as not suitable for Federal 
employment in the competitive civil 
service Through oversight at that time, 
5 CFR Part 302 was not amended to 
revise the suitability standards for the 
excepted civil service. 

DATES: Comments must be received on 
or before April 21,1977. 

ADDRESS: Written comments on this 
proposal may be sent to the Director, 
Bureau of Personnel Investigations, 
U.S. Civil Service Commission, 1900 E 
Street NW., Washington. D.C. 20415. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Joseph Durant, 202-032-6152 

Accordingly, it is proposed to amend 
5 CFR 302.203 as follows: 

§ 302.203 DUqunliTying factors. 

The qualification standards estab¬ 
lished by an agency or by an admin¬ 
istrative level or subdivision of an 
agency may provide that certain reasons 
disqualify an applicant for appoint¬ 
ment, The following, among others, may 
be included as disqualifying reasons: 

(a) Delinquency or misconduct in 
prior employment: 

<b) Criminal, dishonest. Infamous or 
notoriously disgraceful conduct; 

(c) Intentional false statement or de¬ 
ception or fraud In examination or ap¬ 
pointment; 

<d) Habitual use of intoxicating bever¬ 
ages to excess; 

<e> Abuse of narcotics, drugs, or other 
controlled substances; 

(f) Reasonable doubt as to the loyalty 
of the person Involved to the Govern¬ 
ment of the United States; or 

(g) Any statutory disqualification 
which makes the Individual unfit for the 
service. 


An agency may not disqualify an ap¬ 
plicant solely because of his or her re¬ 
tired status. 

(5 UAC. 1802. 3301. 3802. 8151; K.O, 10577, 
3 CFR 1054-1958 Comp., p. 218.). 

United States Civil Serv¬ 
ice Commission, 

James C. Spry, 

Executive Assistant 
to the Commissioners . 

(FR Doc.77"8351 Filed 3-21-77:8:45 


DEPARTMENT OF AGRICULTURE 
Agricultural Marketing Service 
[7 CFR Part 1006] 

| Docket No, AO-358-A15| 

MILK IN THE UPPER FLORIDA 
MARKETING AREA 

Notice of Recommended Decision and Op¬ 
portunity to File Written Exceptions on 
Proposed Amendments to Tentative 
Marketing Agreement and to Order 

AGENCY: Agricultural Marketing Serv¬ 
ice, USD A. 

ACTION: Proposed rule. 

SUMMARY: This recommended decision 
would amend the Upper Florida Federal 
milk order. It provides interested parties 
with the opportunity to file written ex¬ 
ceptions concerning the recommenda¬ 
tions made herein. 

The proposed amendment would pro¬ 
vide regulated status for a milk plant lo¬ 
cated In the marketing area, which is 
operated by a cooperative association as 
a balancing plant for the market if dur¬ 
ing the month at least 50 percent of the 
producer milk of members of the cooper¬ 
ative association is delivered from farms 
to pool distributing plants or is trans¬ 
ferred to such plants from the coopera¬ 
tive association's balancing plant(s). 

The order change proposed in this de¬ 
cision would facilitate the efficient hand¬ 
ling of the market's day-to-day milk 
supply needs. 

DATE: Written exceptions to this rec¬ 
ommended decision may be filed on or 
before the 7th day after publication of 
this decision in the Federal Register. 
Allowing 7 days for filing exceptions is 
adequate because: (l) this proceeding 
involves a limited issue; (2) the proposed 
action was not opposed at the hearing; 
and (3) the customary 15-day period for 
filing exceptions could unnecessarily de¬ 
lay timely final action to amend the 
order. 

ADDRESS: Written exceptions should 
be filed in quadruplicate with the Hear¬ 
ing Clerk, Room 1077—Bouth Building, 


United States Department of Agricul¬ 
ture. Washington. D.C. 20250. All writ¬ 
ten submissions will be made available 
for public inspection at the office of the 
Hearing Cler k during regular business 
hours (7 CFR 1.27(b)). 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Martin J. Dunn. Marketing Specialist, 
Dairy Division, Agricultural Market¬ 
ing Service, United States Department 
of Agriculture. Washington, D.C. 20250 
(202-447-7311). 

SUPPLEMENTARY INFORMATION: 
Prior documents in this proceeding: 

Notice of Hearing—Issued February 3. 
1977; published February 8. 1977 (42 FR 
7962). 

Preliminary Statement 

Notice Is hereby given of the filing with 
the Hearing Clerk of this recommended 
decision with respect to proposed amend¬ 
ments to the tentative marketing agree¬ 
ment and order regulating the handling 
of milk in the Upper Florida marketing 
area, and of the opportunity to file writ¬ 
ten exceptions thereto. 

This notice is Issued pursuant to the 
provisions of the Agricultural Marketing 
Agreement Act of 1937. as amended (7 
U.S.C. 601 et seq.), and the applicable 
rules of practice and procedure govern¬ 
ing the formulation of marketing agree¬ 
ments and marketing orders (7 CFR 
Port 900). 

The hearing on the record of which 
the proposed amendments, as hereinafter 
set forth, to the tentative marketing 
agreement and to the order, as amended, 
were formulated, was conducted at Or¬ 
lando. Florida, on February 17.1977, pur¬ 
suant to notice thereof. 

The material Lssuo on the record of 
the hearing relates to whether the order 
should accord pool status to cooperative 
association balancing plants. 

Findings and Conclusions 

The following findings and conclusions 
on the material issue are based on evi¬ 
dence presented at the hearing and the 
record thereof: 

Cooperative association balancino 
plants. The order should provide for the 
pooling of any non-distributing plant lo¬ 
cated in the marketing area and operated 
by a cooperative association as a bal¬ 
ancing plant for the regulated market If 
during the month at least 50 percent of 
the producer mill of members of the 
cooperative association Is delivered from 
the farms to pool distributing plants 
or Is transferred to such plants from 
the cooperative association's balancing 
plant(s). Such pool status should be 11m- 


FEDERAl REGISTER. VOi. 42, NO. 55—TUESDAY, MARCH 22, 1977 . 








lrvns 


PROPOSED RULES 


ited to plants approved by a duly con¬ 
stituted health authority to liandle milk 
for fluid consumption. The plant should 
not be accorded pool balancing plant 
status if it meets the pooling standards 
for a supply plant under any Federal 
order. 

The proposal for pooling a cooperative 
association balancing plant was made by 
the major cooperative association in the 
market. The requirements adopted here¬ 
in are essentially those proposed by the 
association, and there was no opposition 
testimony presented at the hearing. 

A spokesman for the cooperative testi¬ 
fied that the association, since its forma¬ 
tion. has assumed the responsibility of 
furnishing most of the fluid milk require¬ 
ments of handlers regulated by the Upper 
Florida milk order. Also, the association 
handles practically all of the milk in ex¬ 
cess of the fluid handlers* requirements. 

The witness stated that as handlers 
have reduced the number of bottling 
days, the demand pattern for fluid milk 
has changed. Currently, one fluid han¬ 
dler bottles six days a week, six handlers 
bottle five days a week, and three han¬ 
dlers bottle four days a week. This de¬ 
velopment has tended to concentrate the 
number of days in the week that the 
association is called upon to dispose of 
reserve supplies not needed for fluid use. 
As there are no butter-nonfat dry milk 
or cheese plants located In Florida, a 
large proportion of the milk in excess of 
fluid requirements must be shipped out 
of State. About 67 percent of such milk 
was shipped out of State in 1976. 

What lms occurred, however, is that 
the reserve milk that must be handled by 
proponent association is heaviest on 
weekends, precisely when relatively near¬ 
by manufacturing plants in Tennessee 
and Louisiana are running at near ca¬ 
pacity. Milk must then be hauled greater 
distances and. on occasion, has had to be 
taken to Minnesota for disposition. To 
Improve this situation, the association is 
building a milk receiving and balancing 
station which is expected to be operative 
in May 1977. 

The operation of a cooperative asso¬ 
ciation balancing plant in the Upper 
Florida market will provide an efficient 
means whereby a cooperative association 
can assemble milk not needed at pool 
distributing plants. Such milk would be 
assembled for storage and subsequent 
disposition to manufacturing outlets, or 
transferred to pool distributing plants as 
needed. This method of operation will 
provide an efficient means whereby han¬ 
dlers buying milk from the cooperative 
may adjust their receipts from day to 
day to fit their bottling needs and at the 
same time have assurance through ar¬ 
rangements with the cooperative asso¬ 
ciation that milk will always be available 
for fluid use as needed. Milk not needed 
for fluid use can then be disposed of by 
the association In an orderly and effi¬ 
cient manner. 

To achieve this objective the order 
should provide for the pooling of any 
cooperative association balancing plant 
located in the marketing area if during 
the month at least 50 percent of the 


producer milk of members of the co¬ 
operative association Is delivered from 
the farms to pool distributing plants or 
is transferred to such plants from the 
cooperative association's balancing 
planKs). This is the same qualifying 
percentage that now applies to supply 
plants. 

Without the in-area requirement for 
a cooperative association balancing 
plant, there would always be the threat 
that a multi-market cooperative could 
use the balancing plant provisions as a 
means of pooling unneeded milk supplies 
under the order by requesting the pooling 
of a plant basically associated with 
another market. This could be to the 
detriment of nonmember producers and 
other cooperatives associated with the 
Upper Florida market. To maintain the 
integrity of regulation, it is necessary 
to insure that only milk which by loca¬ 
tion or performance is reasonably a part 
of the markets milk supply be pooled 
under the Upper Florida order. 

There is always the potential that a 
balancing plant could meet the shipping 
requirements for pooling either In this 
market or another Federal order mar¬ 
ket. In such event, it is Intended that the 
plant be qualified as a pool supply plant 
under the appropriate order rather than 
as a pool balancing plant under this 
order. Testimony of proponent indicated 
that the balancing plant being con¬ 
structed for the market will be used 
primarily for the disposition of milk not 
needed at pool distributing plants. There 
would be few if any shipments of milk 
from the balancing plant to pool dis¬ 
tributing plants. If. in fact, the bal¬ 
ancing plant should begin functioning as 
a supply plant it would be reasonable to 
expect the plant to qualify for pooling 
under the supply plant provisions already 
provided in the order. 

As a further condition for pooling 
status, a cooperative balancing plant 
must be approved by a duly constituted 
health authority to handle milk for fluid 
consumption. Such a provision is neces¬ 
sary to assure that the plant can be de¬ 
pended upon for supplemental milk sup¬ 
plies when needed by distributors. Since 
the provision adopted herein would not 
require a minimum shipment to the mar¬ 
ket from a cooperative balancing plant. 
It is conceivable that the plant could 
neglect to maintain its health approval. 
In which cose it would be inappropriate 
to pool the milk supply since it could not 
be made available to distributing plants 
for Class I use. Under such circumstances 
there would be no Justification for such 
milk to share in the pool proceeds. 

As a further requirement for pooling a 
cooperative balancing plant, the coop¬ 
erative must make a request of the mar¬ 
ket administrator for pooling status. 
Only by this means can the cooperative's 
intention be known to the market ad¬ 
ministrator. Under certain circum¬ 
stances, a cooperative might And it feas¬ 
ible not to pool a plant In this market, 
notwithstanding the fact that the plant 
was eligible for pooling. If the plant 
does not meet the shipping requirements 
for a pool supply plant, there is no neces¬ 


sity that it be pooled against the co¬ 
operative’s wishes. 

Rulings on Proposed Findings and 
Conclusions 

An interested party filed a brief and 
proposed findings and conclusions The 
brief, proposed findings and conclusions 
and the evidence in the record were con¬ 
sidered In making the findings and con¬ 
clusions set forth above. TO the extent 
that the suggested findings and conclu¬ 
sions filed by the interested party are in¬ 
consistent with the findings and conclu¬ 
sions set forth herein, the request to 
make such findings or reach such con¬ 
clusions Is denied for the reasons pre¬ 
viously stated in this decision. 

General Findings 

The findings and determinations here¬ 
inafter set forth arc supplementary and 
In addition to the findings and deter- 
initiations previously made In connection 
with the Issuance of the aforesaid order 
and of the previously issued amendments 
thereto: and all of said previous findings 
and determinations are hereby ratified 
and affirmed, except insofar as such 
findings and determinations may be In 
conflict with the findings and determi¬ 
nations .set forth herein. 

(a) The tentative marketing agree¬ 
ment and the order, as hereby proposed 
to be amended, and all of the terms and 
conditions thereof, will tend to effectuate 
the declared policy of the Act; 

(b) The parity prices of milk as deter¬ 
mined pursuant to section 2 of the Act 
are not reasonable in view of the price 
of feeds, available supplies of feeds, and 
other economic conditions which affect 
market supply and demand for milk In 
the marketing area, and the minimum 
prices specified In the tentative market¬ 
ing agreement and the order, as hereby 
proposed to be amended, are such price/ 
as will reflect the aforesaid factors. In¬ 
sure a sufficient quantity of pure and 
wholesome milk, and be In the public 
interest; and 

<c) The tentative marketing agree¬ 
ment and the order, as hereby proposed 
to be amended, will regulate the han¬ 
dling of milk in the same manner as, 
and will be applicable only to persons in 
the respective classes If industrial and 
commercial activity specified in, a mar¬ 
keting agreement upon which a hearing 
has been held. 

Recommended Marketing Agreement and 
Order Amending the Order 

The recommended marketing agree¬ 
ment is not Included in tills decision be¬ 
cause the regulatory provisions thereof 
would be the same as those contained 
in the order, as hereby proposed to be 
amended. The following order amend¬ 
ing the order, as amended, regulating the 
handling of milk in the Upper Florida 
marketing area is recommended as Uie 
detailed and appropriate means by which 
the foregoing conclusions may be car¬ 
ried out: 

1. In 1 1006.7, the introductory text is 
revised by changing the reference to 
paragraph <c> to paragraph <d). para¬ 
graph <c> is redesignated as paragraph 
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<d>. paragraph (b> is amended by re¬ 
placing the period with a semicolon and 
adding the word "or." and a new para¬ 
graph (c> is added to read as follows: 

§ 1006.7 Pool plant. 

• • • • • 

(c) A plant, other than a distributing 
plant, -that is located in the marketing 
area and is operated by a cooperative 
association if pool plant status under this 
paragraph is requested for such plant 
by the cooperative association and 50 
percent or more of the producer milk of 
members of the cooperative association is 
received at pool distributing plants either 
directly from farms or by traasfer from 
plants of the cooperative association for 
which pool plant status under this para¬ 
graph has been requested, subject to the 
following conditions: 

(1) The plant is approved by a duly 
constituted health authority for the dis¬ 
position of Grade A milk in the market¬ 
ing area: and 

‘(2) The plant does not qualify as a 
pool plant under paragraph <b> of this 
section or under the provisions of an¬ 
other Federal order applicable to a sup¬ 
ply plant. 


Signed at Washington. D.C.. on March 
17. 1977. 

William T. Manlzy, 
Deputy Administrator , 
Program Operations . 
(FR DOC.77-S49G Filed 0-31-77:8:45 ami 

FEDERAL ENERGY 
ADMINISTRATION 

r 10CFR Parts 211 and 212 ] 

REDUCTION OF ENTITLEMENT OBLIGA¬ 
TIONS FOR LOWER TIER CRUDE OIL 
PRODUCED IN CALIFORNIA AND 
ALASKA 

Proposed Amendments and Public Hearing 

The Federal Energy Administration 
< hereby proposes amendments 

to the domestic crude oil allocation pro¬ 
gram (the "entitlements program") 
which are intended to compensate for 
certain aspects to the program that ap¬ 
pear to provide refiners with economic 
disincentives to pay the full current ceil¬ 
ing prices for certain low'er quality do¬ 
mestic crude oils, and would tend to re¬ 
sult in producers of heavy gravity lower 
tier crude oil in California receiving the 
current ceiling prices for such crude oil. 
The ceiling prices of most lower tier 
crude oil produced in California and 
Alaska were recently increased pursuant 
to the provisions of the Energy Conser¬ 
vation and Production Act <the 
'ECPA"). FEA will hold public hearings 
in San Francisco. California, and Wash¬ 
ington. D.C. and will receive written com¬ 
ments on this proposal. 

The Increase in refiners' overall crude 
oil costs that is expected to result from 
these amendments is proposed to be 
limited to refineries located in Petroleum 
Administration for Defense District V. 
which for these purposes includes the 


States of Alaska. Arizona. California. 
Nevada. Oregon and Washington, but 
excludes Hawaii «hereinafter referred 
to as "PADD V">. The proposal there¬ 
fore would not result in any change in 
the current inter-regional transfers 
under the entitlements program. 

Under the proposed amendments. 
Tflners with refineries located in PADD 

V w’ould be issued 54 cents per barrel 
additional entitlement value for each 
barrel of lower tier crude oil produced 
in that District and included in the in¬ 
ventory receipts of those refineries. Con¬ 
comitantly. the number of entitlements 
issued to all refiners for imported crude 
oil receipts for refineries located in 
PADD V would be decreased by an ag¬ 
gregate amount equal to the total in¬ 
crease in entitlement issuances for all 
PADD V refineries for lower tier PADD 

V production received in the particular 
month. 

PEA is proposing these amendments 
for public comment, together with sev¬ 
eral other alternative courses of action 
described below, to receive information 
and views from the public and the indus¬ 
try specifically as to the anticipated 
effects and benefits that would flow from 
adoption of the proposed entitlement 
program amendments and. more gener¬ 
ally. as to whether any one or both of 
the alternatives would constitute a more 
effective long-term means of enhancing 
domestic production, particularly in 
PADD V. Thus, FEA wishes to receive 
comment on the extent to which produc¬ 
tion of lower tier California heavy crude 
oil would be enhanced by adoption of the 
proposed entitlement changes, from both 
the short-term and long-term perspec¬ 
tives. FEA is also seeking comment on the 
extent to w r hlch consumer prices for pe¬ 
troleum products in PADD V would be 
increased by adoption of these entitle¬ 
ment amendments." FEA’s preliminary 
estimates indicate that, if refiners passed 
through the entire amount of the pro¬ 
jected increase in crude oil costs, con¬ 
sumer prices In PADD Y could increase 
by $100 to $200 million per year. Thus, 
such a change in the regulatory programs 
w ill not be adopted in the absence of a 
clear showing of the benefits that would 
be realized under the changed regula¬ 
tions in the short and/or long term. Tills 
proposal is issued for the primary purpose 
of receiving data adequate to enable FEA 
to make a determination on the merits 
of the entitlements program proposal, in 
comparison with the other alternatives 
outlined below, both of which represent 
longer range actions. Tills proposal is 
therefore not intended to represent any 
commitment as to either the timing or 
nature of any action to be taken to ad¬ 
dress the problems of producers of low 
gravity crude oil in PADD V. It should 
also be noted in this regard that the in¬ 
formation received in this proceeding will 
assist FEA in evaluating the problems as¬ 
sociated with the pricing and entitle¬ 
ments treatment of Alaskan North Slope 
production, scheduled to come on stream 
in August or September of this year. (See 
42 FR 13116. March 9. 1977.) 


I. Background 

On October 29. 1976 FEA amended the 
Mandatory Petroleum Price Regulations 
to modify the lower tier ceiling prices for 
crude oil produced in California and 
Alaska (41 FR 48324. November 3. 1976). 
Those amendments were designed to al¬ 
low’ the gravity price differentials with 
respect to heavy California and Alaska 
crude oil to more accurately reflect cur¬ 
rent market conditions As was fully ex¬ 
plained in the Further Notice of Proposed 
Rulemaking issued in that proceeding (41 
FR 39331. September 15. 1976). on May 
15.1973 (the reference date for lower tier 
crude oil ceiling prices), gravity price 
differentials for crude oil averaged be¬ 
tween 2 and 2.5 cents per degree API 
gravity per barrel nationally, while gra¬ 
vity price differentials in California 
averaved 6.2 cents per degree API gra¬ 
vity per barrel. Subsequent to May 15. 
1973 (but prior to the imposition of Price 
controls on "upper tier" crude oil on 
February 1. 1976). the California average 
differential for "upper tier" crude oil de¬ 
creased to approximately 4.6 cents per 
degree API gravity. However, until the 
enactment of the ECPA on August 14. 
1976. FEA was unable to make the nec¬ 
essary findings under section 8(b) (2) of 
the Emergency Petroleum Allocation Act 
of 1973 (Pub L. 93-159 "EPAA") to per¬ 
mit any increase in the price of lower 
tier crude oil to reflect such market 
changes. The ECPA, however, specifically 
required in section 122 that amendments 
be promulgated to adjust differentials in 
celling prices which are the result of 
gravity price differentials which fail sub¬ 
stantially to reflect current relative mar¬ 
ket valuations of such differentials. 

Accordingly, the October 29 amend¬ 
ments provided that the ceiling price for 
lower tier California and Alaska crude 
oil could increase bv 2 cerfts per barrel 
for each degree API gravity between 34 
degrees API and 40 degrees API that it 
falls below 40 degrees API gravity and by 
3 cents per barrel for each degree API 
gravity that it falls below 34 degrees API 
gravity. 

FEA recognized that to the extent 
market conditions were continuing to 
change, actual gravity differentials 
might not decrease when ceiling prices 
were raised. FEA at that time stated: 

If the current market does determine that 
gravity differentials should be greater then 
used In calculating the revised celling price 
rules Psued today, such Increased gravity 
price differentials could result In producers’ 
not being able to obtain the fuU amount of 
the revived ceiling prices, due to the opera¬ 
tion of the entitlements program in con¬ 
junction with the lower relative value 
ascribed to such heavy gravity crude oil by 
the market. FEA will, therefore, continue 
to monitor the market situation with respect 
to changes in gravity price differentials for 
heavy gravity California crude oil and the 
relationship of the entitlements program to 
prices offered for such lower tier crude oU. 
To the extent that the adjustments made 
today fail to provide adequate production 
incentive* to maintain maximum feasible 
rates of production for any California heavy 
crude oils. FEA will consider and take what- 
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ever further step* may be appropriate 
within It* atatutory authority to assure that 
Mich domestic crude oil production continue* 
at maximum level* 141 FK at 48325. Novem¬ 
ber 3. 1976). 

Since the implementation of the Octo¬ 
ber gravity differential adjustment 
amendments. FEA data indicate that 
PADD V producers of lower tier crude oil 
have generally not obtained the revised 
ceiling prices for their crude oil. Al¬ 
though PADD V upper tier crude oil pro¬ 
ducers have been receiving close to ceil¬ 
ing prices. 20 degrees API gravity lower 
tier crude oil. a representative low grav¬ 
ity crude oil. has been selling at approxi¬ 
mately 54 cents per barrel below current 
ceiling prices. In fact, the adoption of 
revised ceiling prices for lower tier crude 
oil production does not appear to have 
had any appreciable effect on lower tier 
prices generally in California.' Comments 
on current price levels for lower tier 
crude oil are requested. 

The entitlements program was 
designed to distribute on a proportionate 
basis the benefits of access to supplies of 
price-controlled domestic crude oils 
among all domestic refiners, and is based 
on national average prices for each pric¬ 
ing category tl.e., lower tier, upper tier, 
and exempt domestic and imports). If 
the entitlements program were not in 
effect, all grades of price-con trolled 
domestic crude oil would, at ceiling 
prices, be more valuable to domestic 
refiners than even the highest quality 
imported crude oil at world market 
prices. Currently under the program, 
however, certain low gravity domestic 
crude oils, which are not well suited for 
meeting the local demand for light re¬ 
fined products or for low sulphur 
residual fuel oil. are selling at less than 
lower tier ceiling prices because the 
receipt of such crude oil by a refiner 
results in a full entitlement obligation, 
the cost of which is based on the average 
acquisition costs for all domestic refiners 
of all their crude oil supplies. Thus, if 
sold above a certain price, these low 
gravity lower tier crude oils are uncom¬ 
petitive with upper tier and exempt 
domestic and imported crude oils, as to 
which there is either no entitlement 
obligation or only a partial entitlement 
obligation. These effects of the entitle¬ 
ments program are especially pro¬ 
nounced in PADD V and particularly in 
California. FEA estimates that California 
alone accounts for approximately 75 r v of 
the total national production of low 
gravity crude oil (25 degrees API gravity, 
or less). 

Therefore, for producers of low gravity 
lower tier crude oil in PADD V to receive 
ceiling prices, further purchase Incen¬ 
tives for refiners, either through changes 
in market conditions or in FEA's regula¬ 
tions. appear to be needed. FEA has 
concluded that one possible change in 
this regard would be to modify, as 
described below, the entitlement treat¬ 
ment of lower tier crude oil receipts in 
PADD V. by reducing refiners 1 entitle¬ 
ment obligations associated therewith. 


II. Proposed Amendments 

Under the monthly entitlement pro¬ 
gram calculations, each refiner is issued 
a number of entitlements equivalent to 
the result of application of the domestic 
crude oil supply ratio to the volume <in 
barrels) of that refiner's crude oil runs 
for that month. Each refiner that has 
been issued fewer entitlements for that 
montn than the number of barrels of 
deemed old oil <as defined in 5 211 67«b) 
<2)) included in its adjusted crude oil 
receipts is required to purchase a num¬ 
ber of entitlements effective for that 
month equal to the difference between 
the number of barrels of deemed old oil 
included in its adjusted crude oil receipts 
for that month and the number of en¬ 
titlements issued to and retamed by that 
refiner. 

FEA is proposing in this notice that 
refiners that include in their adjusted 
crude oil receipts for a PADD V refinery 
lower tier crude oil produced in PADD 
V would receive an additional entitle¬ 
ment value of 54 cents for each such 
barrel so included. This is the amount 
that is estimated to be necessary to per¬ 
mit the selling price of 20 degree API 
gravity PADD V lower tier crude oil to 
rise to its ceiling price. Lower tier crude 
oil produced in Alaska is also proposed 
to be included for purposes of this ad¬ 
justment because it is marketed primar¬ 
ily in PADD V, Its volumes arc not sub¬ 
stantial. and to do otherwise could im¬ 
pact upon its market demand. 

Under the proposed amendments, a 
new subparagraph <4) would be added 
to 10 CFR 2ll.6?<a». providing that for 
each barrel of PADD V lower tier crude 
oil included in a refiner’s adjusted crude 
oil receipts and attributable to a refinery 
located in that District, that refiner 
would receive an additional fraction of 
an entitlement equal to 54 cents divided 
by the entitlement price for that month. 

FEA recognizes that its proposed 54 
cent per barrel adjustment represents 
only its tentative conclusion as to the 
proper amount for the purposes of this 
rulemaking, since any value chosen will 
tend to benefit refiners or producers of 
one type of crude oil relatively more than 
refiners or producers of other types. The 
54 cent per barrel adjustment should 
result in the selling price of 20 degrees 
API gravity lower tier PADD V crude oil 
rising to ceiling levels, and should have 
the same effect for crude oils above 20 
and up to 25 degrees API gravity (which 
crude oils account for about 40*7 of 
PADD V heavy crude oil production), 
without ovcrcompensating refiners to any 
significant extent. Although PADD V 
lower tier crude oils of less than 20 de¬ 
grees API gravity might in certain cases 
not sell at ceiling prices with the 54 cent 
per barrel adjustment, prices for these 
heavier grades would also be raised sig¬ 
nificantly. 

FEA is proposing that the entitlement 
benefits given to the PADD V refiners as 
to their purchases of lower tier PADD V 
crude oil be accounted for by a com¬ 
pensating adjustment in the entitlement 
benefits for imported crude oil in that 


District. Hus would be accomplished 
under the proposed § 211.67(a) (4) (U), 
by reducing the number of entitlements 
issued to refiners receiving imported 
crude oil at PADD V refineries in an ag¬ 
gregate amount which would offset the 
total increase in entitlements issuances 
deriving from the benefits given to 
receipts of PADD V lower tier produc¬ 
tion. For every barrel of imported crude 
oil a refiner received at such a refinery 
in a month, it would lose a fraction of an 
entitlement equal to the total number of 
additional entitlements Issued pursuant 
to l 211.67<a> <4 m 1> in that month, 
divided by the total number of barrels of 
imported crude oil received in that 
month at all PADD V refineries. The per 
barrel penalty oh imported crude oil vary 
greatly from month to month depending 
on actual receipts of import shipments 
and on the relative volumes of imported 
crude oil and lower tier domestic crude 
oil. To the extent that purchasers of im¬ 
ported crude oil in PADD V arc able to 
pass through these higher crude oil costs, 
the proposed amendments, if adopted, 
would have the effect of increasing re¬ 
fined product prices in PADD V. 

Comments are requested as to the 
probable effects of these proposed adjust¬ 
ments on incentives to import crude oil 
into PADD V and on whether the offset¬ 
ting costs of the entitlement adjustment 
for lower tier crude oil should bo ac¬ 
counted for by an adjustment in the 
entitlement benefits for uncontrolled 
domestic crude oil. In addition to im¬ 
ported crude oil. received into PADD V 
refineries. Comments are also requested 
on whether it is likely that Northern 
Slope Alaskan crude oil marketed in 
PADD V will so affect market conditions 
for PADD V production, that delay or 
modification of these proposed adjust¬ 
ments would be appropriate. 

REPORTING REQUIREMENTS 

To implement these amendments. FEA 
is proposing modifications to the monthly 
reporting requirements contained In 10 
CFR 211.66(h). to provide FEA with in¬ 
formation as to volumes of PADD V 
lower tier production and imported crude 
oil received Into PADD V refineries. 

CERTIFIED REQUIREMENTS 

FEA Is further proposing additional 
certification requirements for H 212.131 
and 211.67<1) to enable refiners to 
identify receipts from producers, resell¬ 
ers and nonrefiners of lower tier crude 
oil which was produced in PADD V. FEA 
Is also proposing a modification of the 
certification requirements for resellers to 
change the provision under which an en¬ 
tire blended volume of covered products 
mixed with crude oil could be certified 
as crude oil. The proposed amendment 
would allow’ only the actual volumes of 
crude oil in the mixture to be so certified 

EXCHANGES AND BUY/SELL PROGRAM 
TRANSACTIONS 

With respect to exchanges or match¬ 
ing purchases and sales of crude oil to 
which the provisions of 10 CFR 211.67 
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<g> would apply. FEA Is proposing a con¬ 
forming adjustment. In any such ex¬ 
change or matching sale and purchase 
transaction where a refiner actually re¬ 
ceives imported crude oil in a PADD V 
refinery, such imported crude oil would 
give rise to u reduction in entitlement 
issuances under proposed 10 CFR 211 67 
(a) (4)(ID at the time when such crude 
oii woufei constitute a crude oil receipt 
attributable to a PADD Af refinery, not¬ 
withstanding that such crude oil Vould 
also be deemed to be domestic crude oil 
under § 211.67(g) and would incur the 
applicable entitlement obligation. FEA 
requests comments on whether any simi¬ 
lar adjustments are necessary with re¬ 
spect to exchanges ol lower tier PADD V 
production. 

FEA is not proposing any special ad¬ 
justments for volumes of crude oil sold 
in PADD V under 10 CFR 211.65. How¬ 
ever. FEA docs invite comments as to 
whether volumes of lower tier PADD V 
production included under 10 CFR 211.67 
< t > in the seller’s crude oil receipts should 
be attributable to the seller s PADD V re¬ 
fineries. 

HI. Other Alternatives for 
Consideration 

The proposed entitlement amendments 
would tend to enable producers of lower 
tier crude oil in PADD V to receive their 
celling prices. As pointed out above. FEA 
believes that tills proposal should be 
evaluated taking into account its long 
range implications for enhancing PADD 
V crude oil production Therefore. FKA Is 
also requesting comments on several 
other alternative courses of action which 
may be more appropriate to effectuate a 
longer term regulatory solution to the 
problems associated with marketing low 
gravity crude oil produced in PADD V. 

The first alternative would be to amend 
the Mandatory Petroleum Price Regula¬ 
tions to permit refiners to pass through 
in lucreased product prices amounts to 
represent a return on investment on the 
capital costs of refinery modifications 
that would enable them to process addi¬ 
tional low gravity high sulphur crude oil. 
If refiners were to undertake such in¬ 
vestments. the demand for PADD V low¬ 
er tier crude oil would be increased, with 
a related increase in the prices that re¬ 
finers could economically afford to pay 
for that production. Although increased 
depreciation costs may be passed through 
pursuant to recently adopted amend¬ 
ments to 10 CFR 212.83(c) <2> (UP tE> 
<42 FR 5023, January 27. 1977>. these 
amendments may have not provided the 
incentives needed for further investments 
by refiners in this regard. 

A second alternative Involves changes 
in the Department of Commerce’s ex¬ 
port restrictions and removal of the 
entitlement program disincentives for 
exports, to permit exports of high 
sulphur residual fuel oil from PADD V 
without any entitlement loss and/or to 
allow exports of lower tier heavy gravity 
crude oil on a barrel for barrel exchange 
basis for imported crude oil. In this 
connection. FEA has removed the pro¬ 


visions for on entitlement loss for 
exports of bunker fuels «41 FR 49476. 
November 9. 1976), which FEA believes 
has materially assisted West Coast 
refiners in marketing high sulphur resi¬ 
dual fuel oil. As to this second alterna¬ 
tive FEA is particularly interested in 
receiving comments that address the 
likelihood of windfalls to refiners or 
producers if these export restrictions 
were changed, and as to how FEA could 
structure any modifications in this 
regard to assure that no such windfalls 
would take place. 

IV. Written Comment and Public 
Hearing Procedures 

Interested persons are invited to par¬ 
ticipate in this rulemaking by submitting 
their views with respect to the proposals 
set forth in this notice to Executive 
Communications. Room 3309. Federal 
Administration. Box LD, Washington, 
D C. 20461. 

Comments should be identified on the 
outside envelope and on documents sub¬ 
mitted to FEA Executive Communica-* 
tions with the designation ’ Entitlement 
Adjustments for California Crude Oil”. 
Fifteen copies should be submitted. All 
comments received before 4:30 p.m., 
es t. April 12, 1977 will be considered by 
the Federal Energy Administration be¬ 
fore final action is taken on the proposed 
regulations. 

Any information or data considered 
by the person furnishing it to be con¬ 
fidential must be so identified and sub¬ 
mitted In writing, one copy only. The 
FEA reserves the right to determine the 
confidential status of the information 
or data and to treat it according to its 
determination. 

Public hearings in this proceeding will 
be held in Washington. D.C. and m San 
Francisco. California. 

The Washington. DC. hearing (the 
"National hearing") will be held begin¬ 
ning at 9:30 um.. e.s t.. on April 14. 
1977. in Room 2105. 2000 M Street. N W„ 
Washington. D.C. 20036. in order to re¬ 
ceive comments from interested persons 
on the matters set forth herein. The San 
Francisco. California hearing t the "Cali¬ 
fornia hearing") will be held at 9:30 
a m., local time. April 15. 1977 at the 
location specified below\ Any person who 
has an intercut in the proposals Issued 
today, or who is a representative of a 
group or class of persons that has an 
interest in today's proposals may make 
a written request for an opportunity to 
make an oral presentation 

For the National hearing, such a re¬ 
quest should be directed to Executive 
Communications. FEA. and must be re¬ 
ceived before 4:30 pm., e.s.t„ on April 
5. 1977. Such a request may be hand 
delivered to Room 3309. Federal Build¬ 
ing. 1200 Pennsylvania Avenue, N W„ 
Washington, D.C.. between the hours of 
8:00 and 4 30 p m.. Monday through 
Friday For the California hearing, such 
a request should be received before 4:30 
p.m.. local time, on April 5. 1977 and 
should be directed to FEA at the address 
given below . 

8ubmit requests to testify to: 


Mr Robert LafTel. Federal Energy Adminis¬ 
tration, Region IX, 111 Pine Street, Sen 

Francisco. California 94111. 

Hearing Location: 

Wells Fargo Building. Room 3575, 625 Mar¬ 
ket Street. San Francisco, California 94105. 

Persons requesting an opportunity to 
make an oral presentation should submit 
their written requests to the appropriate 
address for the hearing in which they 
wish to appear. Requests should be la¬ 
beled both on the document and on the 
envelope with the designation "Entitle¬ 
ment Adjustments for California Crude 
Oil". 

The person making the request should 
be prepared to describe the interest con¬ 
cerned. if appropriate, to state why he 
or she is proper representative of a group 
or class of persons that has such an in¬ 
terest. and to give a concise summary of 
the proposed oral presentation and a 
phone number where he mav be con¬ 
tacted through April 13. 1977. Each per¬ 
son selected to be heard w’ill be so noti¬ 
fied by the FEA before 4:30 p.m.. April 7, 
1977. 8nd must submit 100 copies of this 
statement to Regulations Management., 
Room 2214. 2000 M Street. N,W:. Wash¬ 
ington, DC. 20036. before 4 p.m.. e^.t. 
on April 13, 1977. for the National Hear¬ 
ing. and to FEA at the location of the 
hearing on the day the statement is 
scheduled to be presented, for the Cali¬ 
fornia Hearing. 

The FEA reserves the right to select 
the persons to be heard at these hearings, 
to schedule their respective presenta¬ 
tions. and to establish the procedures 
governing the conduct of the hearings. 
The length of each presentation may be 
limited, based on the number of persons 
requesting to be heard. 

A FEA official wi'l be designated to 
preside at the hearings. These w ill not be 
Judicial or evidentiary-type hearings. 
Questions may be asked only by those 
conducting the hearings, and there will 
be no cross-examination of persons pre¬ 
senting statements. Any decision made 
by the FEA with respect to the subject 
matter of the hearings w'ill be based on 
all Information available to the FEA. At 
the conclusion of all initial oral state¬ 
ments each person who has made an oral 
statement will be given the opportunity. 
If he or she so desires, to make a rebuttal 
statement. The rebuttal statements will 
b* given In the order in whl h the initial 
statements were made and will be subject 
to time limitations. 

Any person who wishes to ask a ques¬ 
tion at the National or California hear¬ 
ing may submit the question. In writing, 
to the presiding officer. The presiding 
officer will determine whether the ques¬ 
tion is relevant and whether the time 
limitations permit it to be presented for 
answer. . 

Anv further procedural rules needed 
for the proper conduct of the hearings 
w ill be announced bv the presiding officer. 

A transcript of the hearings will be 
made and the entire record of the hear¬ 
ings, including the transcript, will be 
retained bv the FEA and made available 
for inspection at the Freedom of Infor- 
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mation Office. Room 2107, Federal Build¬ 
ing, 1200 Pennsylvania Avenue* N.W.. 
Washington, D.C.* between the hours of 
8:00 a.m. and 4:30 pm.. Monday through 
Friday. Any person may purchase a copy 
of the transcript from the reporter. 

As required by section 7(c) (l) of the 
Fedcrnl Energy Administration Act of 
1974, Pub. L. 93-275. a copy of this no¬ 
tice of proposed rulemaking was submit¬ 
ted to the Administrator of the Environ¬ 
mental Protection Agency for his com¬ 
ments concerning the impact of this 
proposal on the quality of the environ¬ 
ment. The Administrator had no com¬ 
ments. 

Not*.—T his proposal Is being reviewed In 
accordance with Executtvc Order 11821 and 
OMB Circular A-107 to determine whether it 
is of a nature to require the preparation of 
an inflationary Impact statement 

(Emergency Petroleum Allocation Act of 
1973. Pub. I. 93 150. as amended, Pub. L. 
93-511. Pub. L 94-99, Pub. L. 04-133. Pub. L. 
93-163. and Pub L. 94 336: Federal Energy 
Administration Act of 1974. Pub. L. 93-273. 
as amended. Pub. L 94-385: Energy Policy 
and Conservation Act. Pub, L. 94 163. as 
amended. Pub. L. 94-385: EO. 11790. 39 FR 
23185). 

In consideration of the foregoing* 
Parts 211 and 212 of Chapter II Title 10 
of the Code of Federal Regulations arc 
proposed to be amended as set forth 
below. 


Issued in Washington. DC.. March 17. 
1977. 


Eric J. Fvci, 
Acting General Counsel 


1, Section 211 62 is amended by Add¬ 
ing a new definition of "PAD District V*' 
in appropriate alphabetical order to read 
as follows: 

§211.62 Ih'fittiiion*. 


"PAD District V” means the States of 
Alaska. Arizona. California. Nevada. 
Oregon and Washington. 


2. Section 21166 is amended by revis¬ 
ing paragraph (h) to read as follows. 

§ 211.66 Ri'pnrtinc rrqnirrmetitft. 

• • • # • 

(h> Mont hip report. On ©r prior to 
the fifth day of each month, commenc¬ 
ing with the month of__ 1977, each 

refiner shall file with the FEA a report 
certifying the following information as 
to the second month prior to the month 
in which the report is filed: 

(1) The estimated volume (to the best 
of the knowledge of the certifying offi¬ 
cer) of old oil included in the crude oil 
receipts of that refiner. 

(2) The estimated volume < to the best 
of the knowledge of the certifying offi¬ 
cer) of upper tier crude oil included in 
the crude oil receipts of that refiner. 

(3) Any permitted or required ad lust- 
menu to the estimated volumes ol old 
and upper tier crude oil Included in the 
crude oil receipts of that refiner. 

(4) The volume of crude oil runs to 
stills of that refiner, taking into account. 


and specifying the amount of, the ad¬ 
justments provided for In f 211.67(d). 

(5) The weighted average costs for 
that refiner (including transportation 
costs to the refinery) of old oil. upper 
tier crude oil. stripper well crude oil (as 
defined in Part 212 of this chapter), 
other domestic crude oils the first sale 
of which is exempt from the provisions 
of Part 212 of this chapter, end imported 
crude oil included in that refiner’s crude 
oil receipts. For refiners required to file 
transfer pricing report forms under 
$ 212.84 of this chapter, the weighted av¬ 
erage cost of imported crude oil re¬ 
ported under this subparagraph shall be 
derived from the landed costs set forth in 
such reports 

«6> The estimated volume (to the best 
knowledge of the certifying officer' of 
old oil produced in PAD District V in¬ 
cluded in the crude oil receipts of that 
refiner ami attributable to refineries lo¬ 
cated in PAD District V. 

<7> The estimated volume < to the best 
knowledge of the certifying officer) of 
Imported crude oil included in the crude 
oil receipts of that refiner attributable to 
refineries located in PAD District V. 

«8> Such other information as the 
FEA may request. 

3. Section 211.67 is amended by revis¬ 
ing paragraph <ai(l>. adding a new 
paragraph «ax4>. adding a new* para¬ 
graph <g><6> and revising paragraph 
«1 > to read as follows: 

§211.67 Alloculion of domestic rrutlc 
oil. 

(a) Issuance of entitlements. (1) For 
each month, commencing with the 

month of_ 1977, each refiner shall 

be Issued a number ol entitlements by 
the FEA equal to the number of barrels 
of crude oil included m the total volume 
of that refiner's crude oil runs to stills 
for that month multiplied by the na¬ 
tional domestic crude oil supply ratio for 
that month, subject to the entitlement 
adjustment for small refiners set forth in 
paragraph <c> of this section, and the 
entitlement adjustment in paragraph 
<aM4) of this section for crude oil re¬ 
ceipts m PAD District V. 

• • • • • 

*4> For each month, commencing 

w ith the month__ 1977. the number 

of entitlements issued under paragraph 
(aid* of this section to each refiner 
operating refineries located in PAD Dis¬ 
trict V shall lie increased by the 
number of barrels of old oil produced 
therein included in its adjusted crude 
oil receipts attributable to its refineries 
located therein in that month multiplied 
by a fraction equal tc 64 cents divided 
by the entitlement price for that month; 
and 

(ID be decreased by a number of en¬ 
titlements equal to the number of bar¬ 
rels of Imported crude oil included in its 
adjusted crude oil receipts attributable 
to its refineries located in PAD District 
V in that month multiplied by the aggre¬ 
gate increase in entitlement issuances for 


oil refiners calculated pursuant to para¬ 
graph (a>(4xi> of this section and di¬ 
vided by the total number of barrels of 
imported crude oil included in the ad¬ 
justed crude oil receipts for all refiners 
attributable to refineries located in PAD 
District V for that month. 

• • • • • 
igi Exchanges of crude oil • • • 

(6) Where a refiner acquires imported 
crude oil which would constitute a crude 
oil receipt under I 211 62 of this subnart 
attributable to a refinery located in PAD 
District V. the receipt of such Imported 
oil shall result in a reduction in entitle¬ 
ment issuances under paragraph (a)(4) 

(li • of this section, notwithstanding that 
such crude oil may be deemed to be re¬ 
tained os domestic crude oil for purposes 
of this paragraph (g> as a result of an 
exchange or matching purchase and sale 
transaction of the type described in par¬ 
agraph (g"l> of this section. 


(1) Certification bp non-refiners. 
Within twenty-eight (28> days follow¬ 
ing each month, commencing with the 

month of_ 1977, each firm other 

than a refiner that has delivered crude 
oil to a refiner for processing agreement 
in that month shall certify to that refiner 
the respective volumes of and that firm’s 
costs for old oil (separately identifying 
any such old oil produced In PAD Dis¬ 
trict V). upper tier crude oil. stripper 
well crude oil (as defined in Part 212 of 
this chapter), other domestic crude oils 
the first sale of which is exempt from 
Part 212 of this chapter, and Imported 
crude oil contained in the crude oil so 
delivered to that refiner. 


4. Section 212.131 is amended by revis¬ 
ing paragraph <a> (2) 0). paragraph <a> 
(3>(i>. paragraph (bHl), adding para¬ 
graph »b>(3> and revising paragraph 
(c) to read as follows: 

§212.131 Ortifiralion of domestic* 
rriiilr oil ftalc*. 

• • • • • 

<a) • • • 

«2» Mon-stripper well properties. (i> 
With respect to each sale of crude oil 
from a property which has not aualified 
as a stripper well property, the producer 
shall certify in writing to the purchaser 
the number of barrels of new crude oil 
and the number of barrels of old crude 
oil (separately identifying any such old 
crude oil as has been produced in PAD 
District V). With respect to any property 
which has not aualified as a stripper well 
property, and from which crude oil is 
only sold to one purchaser, the reouirc- 
mentsof this paragraph (a> (2X1) of this 
section may be complied with by a one¬ 
time certification to the purchaser of the 
property’s monthly base production con¬ 
trol level determined pursuant to 10 
CFH 212.72, whether based upon produc¬ 
tion and sale of crude oil in 1972 or upon 
production and sale of old crude oil in 
1975, and. if applicable, either the prop¬ 
erty’s adjusted base production control 
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level determined pursuant to 10 CFR 
212.76 or the information necessary to 
compute such adjusted base production 
control level pursuant to 10 CFR 212.76. 


<3> Unitized properties . Cl) With re¬ 
spect to each sale of crude oil from u 
unitized property for which the pro¬ 
ducer has determined a unit base pro¬ 
duction control level, the producer shall 
certify in writing to the purchaser the 
number of barrels of new crude oil ‘if 
any. and whether “actual new crude oil" 
or “imputed new crude oil” determined 
pursuant to 10 CFR 212.75<b>>. the 
number of barrels of old crude oil (sepa¬ 
rately identifying any such old crude 
oil as has been produced in PAD Dis¬ 
trict V). and the number of barrels of 
imputed stripper well crude oil < lf any* 
determined pursuant to 10 CFR 212.75 
• b) With respect to any unitized prop¬ 
erty for which the producer has deter¬ 
mined a unit base production control 
level, and from which crude oil is only 
5old to one purchaser, the requirements 
of this paragraph <n)(3»<ii of this sec¬ 
tion may be complied with a one-time 
written certification to the purchaser of 
•A> the monthly unit base production 
control level determined pursuant to 10 
CFR 212.75‘b): <B> the amount of im¬ 
puted new crude oil <if any. determined 
pursuant to 10 CFR 212.75(b) >; and 
( C) the amount of imputed stripper well 
crude oil (if any. determined pursuant 
to 10 CFR 212.75(b)). 


<b>M> Each seller of domestic crude 
oil. other than a producer of domestic 
crude oil covered by paragraph (a) of 
this section, shall, with resnect to each 
sale of domestic crude oil other than (I) 
an allocation sale pursuant to I 211.65 of 
Part 211. or <ii> a sale in which no vol¬ 
umes of domestic crude oil are deemed 
to have been transferred pursuant to 
$ 211.67(g) of Part 211. certify in writ¬ 
ing to the purchaser the respective vol¬ 
umes of and respective per barrel prices 
for the old crude oil (separately identi¬ 
fying any such old crude oil which was 
produced in PAD District V). new crude 
oil. stripper well crude oil. and other 
d omestic crude oils the first sale of which 
is exempt from the provisions of this part 
included in the volume of domestic crude 
oil so sold. The certification shall also 
contain a statement that the price 
charged for the domestic crude oil Is no 
preater than the maximum price per¬ 
mitted pursuant to this part. 

• • • • • 

*3) All certifications required by this 
paragraph shall relate only to the actual 
volumes of crude oil included in any 
mixed blend of crude oil and other re¬ 
fined petroleum products and residual 
fuel oil. 

(c) With respect to each allocation 
>ale under |1 211.65 of Part 211. the selle r 
shall certify Jn writing to the purchaser 
the amount of old crude oil deemed 
'under the provisions of 9 211.67<f> of 
Part 211) to be Included in the volume 
of crude oil so sold and separately 
identifying any such old crude oil as was 


produced in PAD District V. Such writ¬ 
ten certification shall be made within 25 
days following the month in which the 
crude oil so sold is delivered to or fir 
the account of the purchaser. 

• • • • • 

|FR Doc.77-4555 Filed 3-18-77:0:23 am) 


r 10 CFR Part 430 ] 

ENERGY CONSERVATION PROGRAM FOR 
APPLIANCES 

Proposed Rulemaking and Public Hearing 
Regarding Test Procedures for Dishwashers 

The Federal Energy Administration 
(FEA) hereby proposes to nn\end Chap¬ 
ter n of Title 10. Code of Federal Reg¬ 
ulation. in order to prescribe test proce- 
dues for dishwashers, pursuant to section 
323 (42 UB.C. 6393 > of the Energy Policy 
and Conservation Act <Act» <Pub. L, 94- 
163). FEA will receive written comments 
and hold a public hearing with respect 
to this proposal. 

Development of test procedures is one 
discrete part of the energy conservation 
program for appliances. Even when 
promulgated, final test procedures will 
not of themselves require testing to be 
conducted. They will merely establish 
standard methods for testing when test¬ 
ing is otherwise required by the Act itself 
or by regulations implementing other 
parts of the program. For example, the 
Federal Trade Commission <FTC>, in 
exercising its appliance energy efficiency 
labeling authority regarding a particu¬ 
lar appliance type, may well require the 
application of substantially less than ail 
of the final test procedures applicable 
to that appliance type. 

By notice issued May 10, 1976 (41 FR 
19977. May 14. 1976). FEA proposed to 
establish Part 430, entitled “Energy Con¬ 
servation Program for Appliances." in 
Chapter II of Title 10 of the Code of 
Federal Regulations. That notice pro¬ 
posed a Subpart A to Part 430. contain¬ 
ing general provisions, anil a Subjart C. 
containing proposed energy efficiency 
improvement targets. A further proposal 
of Subpart C will be necessary in order 
to meet the requirements cf section 325 
(rm 1) of the Act as amended by section 
161 of the Energy Conservation and Pro¬ 
duction Act (Pub. L. 94-335). 

By notice issued July 22. 1976 (41 FR 
31237. July 27, 1976). FEA proposed an 
amendment to proposed Part 430 to add 
a Subpart B which would contain the 
appliance test procedures required to be 
prescribed by section 323 of the Act. The 
notice Issued July 22 described the re¬ 
quirements of section 323. set forth pro¬ 
posed test procedures for room air con¬ 
ditioners and indicated that proposed 
test procedures for dishwashers and cer¬ 
tain other types of appliances would be 
forthcoming as soon as practicable. 

FEA is today proposing test procedures 
for dishwashers as $43T.*22<c> of Sub¬ 
part B. Subpart A (41 FR 19977. Mav 14. 
1976), as proposed, contained definitions 
in proposed $ 430.2. some of which are 
applicable to the test procedures for 
dishwashers. In addition. FEA Ls propos¬ 
ing to add to the definition in $ 430.2 of 


"Basic moder. a subparagraph (3) ap¬ 
plying specifically to dishwashers and Ls 
proposing definitions of various fuels. 

Section 323(a)(2) of the Act requires 
FEA to direct the National Bureau of 
Standards *NBS) to develop for 13 
types of covered products test procedures 
for the determination of the estimated 
annual operating costs and at least one 
other useful measure of energy con¬ 
sumption which FEA determines is likely 
to assist consumers in making purchas¬ 
ing decisions. Pursuant to the Act, FEA 
directed NBS to develop test procedures 
for FEAuse in prescribing test pro¬ 
cedures under the Act. As part of this 
undertaking. NBS was requested to 
evaluate existing test procedures for 
measuring energy consumption of dish¬ 
washers. 

NBS has transmitted to FEA a test 
procedure review document which 
reviewed existing test procedures for 
measuring energy consumption for dish¬ 
washers and recommended test pro¬ 
cedures. Conies of this review document 
will be made available for inspection by 
interested persons as provided for later 
in thi* notice. 

NBS. prior to the enactment of the 
Act. liod begun preliminary studies of 
technical literature and had commenced 
dhciKsions with the Associate of Home 
Appliance Manufacturers »AHAM♦ with 
regard to test methods for measuring 
energy consumption of dishwashers. A 
test nrocedure was not devoloned under 
the Department of Commerce Voluntary 
labeling Program due to the passage of 
the Act 

The existing AHAM Standard DW-1 
for dishwashers does not specifically 
relate to enerury consumption, but is 
concerned* with other performance 
characteristics of di*hw r a*hers. The 
AHAM Dhhwa^her Engineering Com¬ 
mittee has developed a draft supplement 
•DW-2EO to the AHAM dishwasher 
stsndord that will contain a standard 
method of measuring energy consump¬ 
tion. *tTie test procedures recommended 
by NBS incorporate the approach 
contained in the AHAM draft DW-2EC 
for measuring energy consumption for 
a normal cycle and In addition, include 
procedures for determining the esti¬ 
mated annual operating cost and energy 
efficiency of dishwashers. 

The Act reouires FEA to prescribe test 
procedures for the determination of 
estimated annual operating costs and at 
least one other useful measure of energy 
consumption which the Administrator 
determines is likely to assist consumers 
in making purchasing decision*. Since 
the annual operating cost of a dish¬ 
washer could differ significantly depend¬ 
ing m:on whether the water utilized is 
heated by gas or oil. or by electricity. 
FEA Is proposing to establish two 
alternate values for the estimated annual 
operating cost is the product of the rep¬ 
resentative average use cycle times the 
water is used and the other assuming 
that electrically-boated water* is used. 
In each case, the estimated annual 
operating cost is the product of the rep¬ 
resentative average use cycle times the 
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cost of energy used per cycle for the 
normal cycle. The cost of energy used 
per normal cycle is. in turn, dependent 
upon the representative average unit 
energy costs as provided by the Adminis¬ 
trator, Ihe machine electrical energy 
consumption for the normal cycle, and 
the energy required to heat the water 
consumed in the normal cycle. The 
normal cycle would be defined as the 
cycle type (Including the power-dry 
feature* recommended by the manufac¬ 
turer for a full load of dishes, 
and. accordingly, is proposed as the cycle 
type upon which the estimated annual 
operating cost Is based. 

Also proposed 5 430.22(c)(2)) as test 
procedures for the determination of 
other measures of energy consumption 
which are likely to assist consumers in 
making purchasing decisions are test 
procedures regarding the estimated an¬ 
nual operating cost for any specified cy¬ 
cle type other than the normal cycle. As 
with test procedures for the estimated 
annual operating cost, these test pro¬ 
cedures could be used to provide con¬ 
sumers with useful cost information re¬ 
garding dishwasher operation with both 
electrically-hcated and gas-heated or oil- 
heated water. For example, if the esti¬ 
mated annual operating cost of the trun¬ 
cated cycle as defined in the proposed 
uniform test method (Appendix C). were 
presented to the consumer, it could en¬ 
courage the consumer to purchase a dish¬ 
washer offering the truncated cycle as 
an optional feature. It is proposed that 
the estimated annual operating cost for 
any other specified cycle type be deter¬ 
mined similarly to the determination of 
such cost for the normal cycle, except 
that any required tests would be run on 
the specified cycle und not on the nor¬ 
mal cycle. The application of these test 
measures, however. U not required until 
an appropriate authority, such as FTC 
in exercising its authority pursuant to 
the appliance labeling provisions of En¬ 
ergy Policy and Conservation Act. has 
specified the cycle type<s> for which es¬ 
timated annual operating costs arc re¬ 
quired to be measured. 

An additional proposed measure that 
• is likely to assist consumers in making 
purchasing decisions is the energy fac¬ 
tor. For dishwashers that are not cap¬ 
able of being preset by consumers to 
eliminate the power-dry feature, this Is 
defined as the reciprocal of the total per- 
cycle energy consumption for the nor¬ 
mal cycle In kilowatt-hours per cycle. 
F>or dishwashers capable of being preset 
by coasumers to eliminate the power- 
dry feature on the normal cycle, the en¬ 
ergy factor is defined as the reciprocal 
of one-half the sum of the total Per¬ 
cy cle kilowatt-hour energy consumption 
for the normal cycle and the total per- 
cycle kilowatt-hour energy coasumption 
for the normal cycle without the power- 
dry feature. Le.. truncated cycle. Among 
other possible applications, the energy 
factor may be used by FEA to determine 
the efficiency of dishwashers for the pur¬ 
poses of the efficiency improvement pro¬ 
gram described by section 325 of the Act. 

The procedure for measuring the con¬ 
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tribution of a switch that disables the 
power-dry feature assumes a 50 percent 
usage for the switch, which is based on 
a survey conducted by the Kitchen Aid 
Division of Hobart Corporation. Kitchen 
Aid conducted a consqmer usage survey 
which indicated that 39 percent of the 
participants used the switch disabling 
the power-dry feature all of the time and 
29 percent used this switch part of the 
time A 50 percent frequency of use basis 
was established under the Department of 
Commerce Voluntary Labeling Program 
for any feature that required consumer 
interact loti and for which actual usage 
was unknown. Further, in public hearings 
held by FEA on the initial proposed en¬ 
ergy efficiency targets, several appliance 
manufacturers recommended that a 50 
percent figure for consumer usage be 
utilized for energy saving switches when 
actual usage is unknown. FEA Is propos¬ 
ing a 50 percent frequency of use for 
computing the energy efficiency ratio be¬ 
cause it believes that to be a reasonable 
estimate of actual consumer usage. FEA 
will modify the contribution of energy 
saving features, such as the switch for 
eliminating the power-dry feature, if ad¬ 
ditional usage Information I $ developed 
that indicates that other frequency of 
use patterns exist. 

FEA recognizes that there may be ad¬ 
ditional useful measures of energy con¬ 
sumption for dishwashers other than the 
measures described above. Accordingly, 
today’s proposal, is proposed 1430.22 
(c)(4), provides for other useful meas¬ 
ures which tile Administrator determines 
are likely to assist consumers in making 
purchasing decisions. These measures, 
however, must be derived from the ap¬ 
plication of the uniform test method 
proposed today as Appendix C to Sub- 
part B. Dishwasher manufacturers would, 
if required, only have to perform various 
computations while still applying the 
same test method contained in Appendix 
C. For example, if the Administrator de¬ 
termined that a per-cycle cost for a 
specified cycle type would aid consumers 
in making purchasing decision, this cost 
could be derived by applying the uniform 
test method for that cycle type and divid¬ 
ing by the annual usage to arrive at a 
per-cycle figure. 

Section 430 23<ci would provide for 
sampling of each basic model to be tested 
when testing of dishwashers is required 
by the Act or by program regulations of 
agencies responsible for administering 
the Act. This provision is intended both 
to provide an acceptable level of assur¬ 
ance that test results are applicable to 
any entire basic model for which testing 
is required and to minimize the testing 
burden on manufacturers. FEA believes 
that the sampling approach proposed 
today will enable consumers to make 
meaningful comparisons of information 
appearing on appliance labels, and also 
will meet the requirements of section 
323(b) of the Act that test procedures 
not be unduly burdcr*somc to conduct. 

Under proposed 5 430.23(0. a sample 
of sufficient size of each basic model 
would be tested to assure that, for each 
measure of energy consumption described 
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In 5 430.22(c). there is a 95 percent prob¬ 
ability that the mean of the values of 
these measures of the sample is within 
five percent of the true mean of these 
measures of the basic model. The size of 
the sample of a particular basic model 
will depend unon the following factors: 

(a) the level of confidence required 
(set at 95 percent in the proposed regu¬ 
lations) ; 

<b) ihe maximum allowable difference 
betw een the sample mean and the mean 
of the basic model (expressed in the pro¬ 
posal as a percent of the true mean and 
set at five percent): and 

(c) the relationship of the mean and 
standard deviation of the basic model 

The rclatioaship of the mean and 
standard deviation of the basic model 
can be determined from data available 
to manufacturers. With this information 
and using standard statistical techniques, 
manufacturers can determine the num¬ 
ber of units required to be tested. In any 
case, no fewer than three units of each 
model must be tested. Sample units 
would be selected randomly from the 
production stream. 

Manufacturers and other interested 
persons are encouraged to comment on 
the sampling approach. Manufacturers 
are specially encouraged to submit any 
data which relates to the size of the 
samples which the provisions would re¬ 
quire to be tested. Comments alleging 
that the sampling provision is burden¬ 
some should Include a full discussion of 
the facts upon which such allegation is 
based. 

Proposed Appendix C to Subnart B 
provides for a controlled laboratory en¬ 
vironment for measuring energy con¬ 
sumption for the various dishwashers 
(and their various cycle types) which arc 
available to the consumer. The proposed 
test method in Appendix C measures en¬ 
ergy consumption for heating dish¬ 
washer w*ater in kilowatt-hours or Brit¬ 
ish thermal units (Btu’s) per cvcle. de¬ 
pending on whether gas. oil or electricity 
is used to heat the water, and electrical 
energy consumption needed to perform 
any specified cvcle on a dishwasher 
under test in kilowatt-hours per cycle 
From these standard measures of en¬ 
ergy consumption, using the proposed 
dishwasher test procedures (which in¬ 
clude the values of the representative 
average-use cycle and the representative 
average unit costs of energy). various de¬ 
terminations of dishwasher energy costs 
and energy consumption can be derived 
in a standard fashion. 

The nominal gas and oil water heater 
efficiency proposed in 4.2 of Appendix C 
to Subpart B for the calculation of per- 
cycle water energy consumption using 
gas-heated or oll-hoated water is 75 per¬ 
cent. This number represents an aver¬ 
age recovery* efficiency for new gas- and 
oil-fueled water heaters. The water 
heater industry has established 70 per¬ 
cent as the minimum acceptable recov¬ 
ery efficiency through a self-certification 
program. According to an NBS review of 
Industry duta. energy conserving oil- and 
gas-fueled water heaters have recovery 
efficiencies as high as 78 percent. NBS 
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has recommended to FEA that 75 per¬ 
cent be used as the typical recovery ef¬ 
ficiency of gas- and oil-fueled water 
heaters. The 75 percent value for recov¬ 
ery efficiency is recommended by AHAM 
in their draft test standard DW-2EC. 
which Is designed to measure the energy 
consumption of dishwashers. Therefore. 
FEA believes that 75 percent is a reason¬ 
able estimate of recovery efficiency for 
gas- and oil-fueled water heaters. 

The nominal water heater tempera¬ 
ture rise proposed in 4.1 of Appendix C 
to Subpart B and incorporated by ref¬ 
erence in 4.2 of Appendix C for the cal¬ 
culation of per-cycle water energy con¬ 
sumption is 90° F. NBS has determined 
that the average temperature rise for 
heated water is 90 F. The 90" F tempera¬ 
ture rise represents the national average 
based on a median inlet water tempera¬ 
ture for the United States of 55 F and a 
normal factory-set thermostat adjust¬ 
ment of 145* F. The 90° F temperature 
rise is also recommended by AHAM in 
their draft test standard DW-2EC. which 
U designed to measure the energy con¬ 
traption of dishwashers. Therefore. 
FEA believes that a 90* F temperature 
rise for heated water is a reasonable es¬ 
timate for residential water heater usage. 

Section 323(b)<2> <42 UB.C. 6293<b> 
of the Act provides that test proce¬ 
dures for determining estimated annual 
operating costs of any covered product 
shall be calculated from measurements 
of energy use in a representative aver¬ 
age-use cycle (as determined by the Ad¬ 
ministrator) and from representative 
average unit casts «as provided by the 
Administrator) needed to operate such 
product during such cycle. FEA has de¬ 
termined that the representative aver¬ 
age use cycle for dishwashers is 416 
cycles per year. This determination Is 
based upon NBS’ recommendation to 
FEA which, in turn, is based upon a 
Procter and Gamble field study on dish¬ 
washer use. NBS’ recommendation and 
the Procter and Gamble field study are 
available for inspection as provided for 
later in this notice. 

FEA Intends to develop representative 
average unit costs of energy needed to 
calculate the annual operating cost for 
the representative average-use cycle and 
to provide this information to manufac¬ 
turers and FTC on or before the effec¬ 
tive date of test procedures for dish¬ 
washers. 

While FEA Is soliciting comments on 
all aspects of the proposed test proce¬ 
dures for dishwashere. FEA is particu¬ 
larly interested in receiving comments on 
any other useful measures of energy con¬ 
sumption or data on typical consumer 
usage of dishwashers in addition to 
those proposed today. In addition. FEA 
is interested in receiving comments on 
any definitions described in previously 
pro posed section 430.2. as these provi¬ 
sions might affect the testing of dish¬ 
washers. Comments with respect to dish¬ 
washers regarding provisions in previ¬ 
ously proposed 5 430.2 arc timely until 
the close of the written record, as speci¬ 
fied below. For the convenience of the re¬ 
viewer, tire proposed definition of "dish¬ 


washer" <41 FR 19979. May 14. 1976) is 
aa follows: 

( 430.2 Definitions. 

"Dishwasher" means a cabinet-like appli¬ 
ance which with the aid of water and de¬ 
tergent, waahea. rinses, and dries (when a 
drying process Is Included) dtahware, glass¬ 
ware. eating utensils, and most cooking 
utensils by chemical, mechanical and/or 
electrical means and discharges to the 
plumbing drainage system. 

Public Comment and Hearing 
Procedures 

Interested persons are invited to par¬ 
ticipate in this rulemaking by submit¬ 
ting data, views, or arguments with re¬ 
spect to the projxxsed lest procedures for 
dishwashers set forth in this notice to 
Executive Communications. Room 3309. 
Federal Energy Administration, Box LH. 
Washington. D.<J. 20461. 

Comments should be identified on the 
outside of the envelope and on docu¬ 
ments submitted to FEA with the desig¬ 
nation ‘‘Dishwashers—Proposed Test 
Procedures." Fifteen copies should be 
submitted. All comments received by 
May 9, 1977. before 4:30 p.m.. e^.t.. and 
all other relevant information will be 
considered by FEA before final action is 
taken on the proposed regtilations. 

Any information or data considered 
by the person furnishing it to be con¬ 
fidential must be so identified and sub¬ 
mitted in writing, one copy only. FEA 
reserves the right to determine the con¬ 
fidential status of the information or 
data and to treat it according to its de¬ 
termination. 

A public hearing in this proceeding 
will be held at 9:30 a.m., on Mav 9. 1977 
at Room 2105. 2000 M Street. N.W., 
Washington. D.C. 20461 in order to re¬ 
ceive comments from Interested persons 
on the proposed test procedure for dish¬ 
washers. 

Any person who has an interest in 
the proposed rulemaking Issued today, 
or who is a representative of a group or 
class of persons that has an interest in 
today’s proposed rulemaking, must 
make a written request for an oppor¬ 
tunity to make an oral presentation. 
Such a request should be directed to 
Executive Communications. FEA. and 
must be received before 4:30 p.m , e.s.t., 
on April 29. 1977. Such a request may be 
hand delivered to Room 3309. Federal 
Building. 12th and Pennsylvania Avenue, 
N.W., Washington. D.C., between the 
hours of 8:00 a m and 4:30 pjn.. Mon¬ 
day through Friday. The person mak¬ 
ing the request should be prepared to 
describe the interest concerned, if ap¬ 
propriate. to state why she or he is a 
proper representative of a group or class 
of persons that has such an interest, and 
to give a concise summary of the pro¬ 
posed oral presentation and a telephone 
number where he or she may be con¬ 
tacted through May 2, 1977. Each per¬ 
son selected to be heard will be so noti¬ 
fied by FEA before 4:30 p.m.. eat., May 
2. 1977. and mast submit 50 copies of his 
or her statement to Regulations Manage¬ 
ment. FEA. Room 2214, 2000 M Street, 
N.W., Washington, DC 20461. before 
4:30 p m.. e.s.L, May 6. 1977. In the event 


any person wishing to testify cannot 
meet the 50 copy requirement, alterna¬ 
tive arrangements can be made with the 
Office of Regulations Management in ad¬ 
vance of the hearing by so indicating in 
tile letter requesting an oral presenta¬ 
tion or by calling the Office of Regula¬ 
tions Management at <202) 254-3345. 

FEA reserves the right to select the 
persons to be heard at this hearing, to 
schedule their respective presentations 
and to establish the procedures govern¬ 
ing the conduct of the hearing. The 
length of each presentation may be lim¬ 
ited, based on the number of persons 
requesting to be heard. 

An FEA official will be designated to 
preside at the hearing. This will not be 
a judicial or evidentiary-type hearing. 
Questions may be asked only by thase 
conducting the hearing, and there will be 
no cross-examination of persons pre¬ 
senting statements Any decision made 
by FEA with respect to the subject mat¬ 
ter of the hearing will be based on all 
information available to FEA At the 
conclusion of all initial oral statements, 
each person who has made an oral state¬ 
ment will be given the opportunity, tf 
he or she so desires, to make a rebuttal 
statement. The rebuttal statements will 
be given in the order in which the Ini¬ 
tial statements were made and will be 
subject to time limitations. 

Anv interested person may submit 
questions to be asked of any person mak¬ 
ing a statement at the hearing to Execu¬ 
tive Communications. FEA. before 4:30 
p.m.. e.st.. May 2. 1977. FEA will de¬ 
termine whether the question is relevant 
and whether the time limitations permit 
'll to be presented for answer. 

Any person who makes an oral state¬ 
ment and who wishes to ask a question 
at the hearing may submit the question, 
in writing, to the presiding officer. The 
presiding officer will determine whether 
the question is relevant and whether the 
time limitations permit it to be presented 
for answer. 

Anv further procedural rules needed 
for the proper conduct of the hearing 
will be announced by the presiding 
officer. 

A transcript of the hearing will be 
made and the entire record of the hear¬ 
ing. including the transcript, will be re¬ 
tained bv FEA and made available for 
inspection at the FEA Freedom of In¬ 
formation Office, Room 2107, Federal 
Building, 12th and Pennsylvania Ave¬ 
nue. N W , Washington. DC., between 
the hours of 8:00 am. and 4:30 p.m.. 
Monday through Friday. Any person may 
purchase a copy of the transcript from 
the reporter. A copy of NBS* recom¬ 
mendations concerning test procedures 
for dishwashers along With a related 
Procter and Gamble field study will also 
be made available for inspection at the 
FEA F*reedom of Information Office. 

As required bv section 7<c)<2) of the 
Federal Energy Administration Act of 
1974 <Pub. L. 93-275), a copy of this 
notice has been submitted to the Admin¬ 
istrator of the Environmental Protection 
Agency for his comments concerning the 
impact of this proposal on the quality 
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of the environment. The Administrator 
had no comments. 

The National Environmental Policy 
Act of 1969 requires FEA to assess the 
environmental Impacts of any proposal 
by the Agency for "major Federal actions 
significantly affecting the quality of the 
human environment.” Since test pro¬ 
cedures under the energy conservation 
program for appliances will be used only 
to standardize certain measurements re¬ 
lated to the energy efficiency and con¬ 
sumption of appliances covered by the 
program and will not afiret energy pro¬ 
duction or usage. FEA has determined 
that the action of prescribing test pro¬ 
cedures. by itself, will not result lit any 
environmental impacts. On this basis. 
FEA has determined that, with respect to 
prescribing test procedures under the 
conservation program for appliances, no 
environmental impact statement Is re¬ 
quired. 

The proposal has been reviewed in ac¬ 
cordance with Executive Order 11821 as 
amended by Executive Order 11949, and 
OMB Circular No. A-107 and has been 
determined not to require evaluation of 
its economic impact as provided for 
therein. 

(Energy Policy and Conservation Act, Pub 
L. 04-163. as amended by Pub. L. 94-385: 
Federal Energy Administration Act of 1974. 
Pub L 93-275. as amended by Pub. L. 94- 
336. EO 11790. 39 FR 23185.) 

In consideration of the foregoing. It is 
proposed to amend Chapter II of Title 
10. Code of Federal Regulations, as set 
forth below. 

Issued in Washington D.C.. March 17* 
1977. ** 

Eric J. Fyci. 

Acting General Counsel , 
Federal Energy Administration. 

1. Section 430.2 is amended by adding 
paragraph (3) as part of the definition 
of "Basic model”, and by adding defini¬ 
tions of "gas ” "natural gas.” "oil” and 
"propane” to read as follows: 

§ 430.2 Definitions. 

• •••.# 

"Basic model" means all units of a 
given type of covered produci manufac¬ 
tured by one manufacturer and— 

• • • • • 

• 3) with respect to dishwashers, hav¬ 
ing identical cycle types and essentially 
identical functional physical and elec¬ 
trical characteristics. 

• • • • • 

"Oas" means cither natural gas or 
propane. 

• • • • • 

"Natural gas” means natural gas as 
defined by the Federal Power Commis¬ 
sion. 

"Oil” means heating oil grade No. 2 as 
defined in American Society for Testing 
and Materials < ASTM > D396-71. 

”Propanc" means a hydrocarbon 
whose chemical composition is predomi¬ 
nantly CjH-, whether recovered from 
natural gas or crude oil. 


2. 8ectlon 430.22 is amended by add¬ 
ing u paragraph <c>. to read as follows: 

§ 130.22 Tc*l procedure* for measure* 
of energy rott«umplion. 

• # • • • 

<c> Dishwashers. <1> The estimated 
annual operating cost for dishwashers 
shall be- 

ri* When electrically-heated water Is 
used, the product of the following three 
factors: *A» the representative average- 
use cycle of 416 cycles per year. <B» the 
total per-cycle energy consumption for 
the normal cycle in kilowatt-hours per 
cycle, determined according to 4.4 of Ap¬ 
pendix C of this subpart, and <C> the 
representative average unit cost In dol¬ 
lars per kilowatt-hour as provided by the 
Administrator, the resulting product 
then being rounded off to the nearest 
dollar per year, and 

Oi» When gas-heated or oll-hcated 
water Is used, the product of: the repre¬ 
sentative average use cycle of 416 cycles 
per ybar times the sum of ‘A* the prod¬ 
uct of the per-cycle machine electrical 
energy consumption for the normal cycle 
in kilowatt-hours per cycle, determined 
according to 4.3 of Appendix C to this 
subpart, times the representative aver¬ 
age unit cost in dollars per kilowatt- 
hour as provided by the Administrator 
plus <B> the product of the per-cycle 
water energy consumption for gas- 
heated or oll-hcated water for the nor¬ 
mal cycle, in Btu's per cycle, determined 
according to 4 2 of Appendix C to this 
subpart, times the representative aver¬ 
age unit cost in dollars per Btu for oil 
or gas. as appropriate, os provided by the 
Administrator, the resulting product 
then being rounded off to the nearest 
dollar per year. 

(2> The estimated annual operating 
cost for any other specified cycle type 
for dishwasters shall be— 

(D when clcctrically-heated water is 
used, the product of the following three 
factors: *A> The representative aver¬ 
age-use cycle of 416 cycles per year. <B> 
the total per-cycle energy consumption 
for the specified cycle type in kilowatt- 
hours per cycle, determined according to 
4.4 of Appendix C to this subpart, and 
(C> the representative average unit cost 
in dollars per kilowatt-hour as provided 
by the Administrator, the resulting 
product then being rounded off to the 
nearest dollar per year; and 

tii> when gas-heated or oil-heated 
water is used, the product of : The rep¬ 
resentative average-use cycle of 416 
cycles per year times the sum of <A> 
the product of the per-cyele machine 
electrical energy consumption for the 
specified cycle type in kilowatt-hours per 
cycle, determined according to 4.3 of Ap¬ 
pendix C to this subpart, times the rep¬ 
resentative average unit cost in dollars 
per kilowatt-hour as ^provided by the 
Administrator plus (B* the product of 
the per-cycle water energy consumption 
for gas-heated or oll-hcated water for 
the specified cycle type. In Btus per 
cycle, determined according to 4.2 of 
Appendix C of this subpart, times the 
representative average unit cost in dol¬ 


lars ‘per Btu for oil or gas. as appro¬ 
priate. as provided by the Administrator, 
the resulting product then being 
rounded off to the nearest dollar per 
year. 

<3> The energy factor for dish¬ 
washers, expressed in cycles per kilo¬ 
watt-hour. shall be- 

cl) For dishwashers not having a 
truncated normal cycle, as defined in 1.5 
of Appendix C of this subpart, capable 
of being preset, the reciprocal of the 
total per-cycle energy consumption for 
the normal cycle in kilowatt-hours per 
cycle, determined according to 4.4 of 
Appendix C of this subpart, and 

iil> For dishwashers having a trun¬ 
cated normal cycle, as defined in 1.5 of 
Appendix C of this subpart, capable of 
being preset, the reciprocal of one-half 
the sum of <A> the total per-cycle 
energy consumption for the normal cycle 
plus the total per-cycle energy con¬ 
sumption for the preset cycle type 
closest to the truncated normal cycle, 
each In kilowatt-hours per cycle and 
determined according to 4 4 of Appendix 
C of this subpart. 

<4* Other useful measures of energy 
consumption for dishwashers shall be 
those measures of energy consumption 
for dishwashers which the Administrator 
determines arc likely to assist consumers 
in making purchasing decisions and 
which are derived from the application 
of Appendix C of this subpart. 

• • • • • 

3. Section 430.23 is amended by adding 
a paragraph <c>»to read as follows: 

§ 430.23 l nit* lo Ik* IrMcd. 

• • • • • 

<c> Dishwashers. 

(1) When testing of dishwashers is 
required for a measure or measures of 
energy consumption described in $ 430.- 
22<c> of this subpart, a sample of suffi¬ 
cient size of each basic model shall be 
tested to ensure that, for each such 
measure of energy consumption, there 
is a 95 percent probability that the mean 
of the sample is within five percent of the 
true mean of such measures of the basic 
model, except that no fewer than three 
units of each basic model shall be tested 

(2) The sample selected for paragraph 
<C) Cl) of this section shall be a simple 
random sample drawn from the produc¬ 
tion stream of the basic model being 
tested. 

(3* A basic model having dual voltage 
ratings shall be separately tested at each 
design voltage such that the require¬ 
ments of paragraph fc>fl> of this sec¬ 
tion are satisfied at each rating. 

• • • • • 

4. Subpart B of Part 430 is amended 
to add an Appendix C. to read as follows: 

AmHDix C—UmroftM Test Mrriioo ron 

MEASURING THE ENERGY CONSUMPTION Ot 

Dishwashers 

% I. DEFINITIONS 

U "Cycle** means a sequence of opera¬ 
tions of a dishwasher which performs a com¬ 
plete dishwashing operation, and may in¬ 
clude variations or combinations of the func¬ 
tions of washing, rinsing and drying. 
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1-2 “Cycle type** mean* either any com¬ 
plete sequence of operation* capable of being 
preset on the dishwasher prior to the imita¬ 
tion of machine operation or the truncated 
normal cycle. 

14 “Normal cycle" means the cycle type 
recommended by the manufacturer for a full 
load of dishes, including the power-dry 
feature, and typically characterized by aix 
water changes. 

1.4 “Power-dry feature" means that func¬ 
tion In a cycle in which electrically-generated 
heat la Introduced into the washing cham¬ 
ber for the purpose of improving the drying 
performance of the dishwasher. 

14 “Truncated normal cycle" means the 
normal cycle interrupted to eliminate the 
power-dry feature after the termination of 
the last rinse operation. 

*. TESTING CONOrrtOKfi 

2 1 Installation. Install the dishwasher 
In accordance with the manufacturer*! In- 
ruroctlona, except that undercounter dish¬ 
washers need not be installed under a 
counter. 

2.2 Electrical supply. Maintain the elec¬ 
trical supply to the dishwasher within two 
percent of 120 volt* and within one percent 
of its nameplate frequency as specified by 
the manufacturer. 

23 Wafer temperature. Maintain the 
water supoly temperature between 138* P 
and 142* P; 

2.4 Water pressure Maintain the pressure 
of the water supply between 324 and 374 
pounds per square inch. 

34 Ambient and machine temperature 
Maintain the room arnbtont air temperature 
between 70’ P and 8ft • P. and assure that 
the dishwasher and its load. If any. are at 
room ambient temperature at the start of 
each test cycle. 

2.0 Load. Use an eight place setting test 
loud of dishes. One place setting consists of 
the following; 

One glass—12 or. straight sides, made of 

glass. 

One cup—Corning “Centura" No. C-308. 
one saucer—Corning “Centura" No. C 506. 
One dinner plate—Coming “Centura" No. 

C-110. 

One bread and butter plate—Corning “Cen¬ 
tura** No. C-10C. 

One fruit bowl—Coming "Centura** No C~ 

409. 

One dinner fork—Stainless steel 
One salad fork—Stainless steel. 

One knife—Stainless steel. 

Two teaspoons—Stainless steel 

S. TEST CYCLE AND MSASUIUUNTS 

3.1 Test cycle. Perform a teat cycle by 
establishing the testing conditions set forth 
in 2 of this Appendix, netting the dishwasher 
to the cycle type to be tested. Initiating the 
cycle and allowing the cycle to proceed to 
completion. 

33 Machine electrical energy consump¬ 
tion. Measure the machine electrical energy 
consumption, specified as the number of 
kilowatt-hours of electrical energy con¬ 
sumed during the entire test cycle, using a 
kilowatt-hour meter having a resolution no 
larger than 0.001 kilowatt-hours and a max¬ 
imum error no greater than one percent. 

3 3 Wafer consumption. Measure the 
water consumption, specified as the number 
of gallons delivered to the dishwasher dur¬ 
ing the entire Usl cycle, using a water meter 


having a resolution no larger than 0.1 gallon 
and a maximum error no greater than 14 
percent for all water flow rates from one to 
five gallons per minute and for all water 
temperatures encountered In the test cycle. 

3 4 Reported values . State the reported 
values of machine electrical energy con¬ 
sumption and water consumption as the 
average of these respective values measured 
in three Identical consecutive test cycles for 
the cycle type under test. 

4. CALCULATION OF DERIVED RESULTS FROM TEST 
MEASUREMENTS 

4.1 Per-cycle water energy consumption 
using electrically Ace fed water. Calculate for 
the cycle type under test the per-cycle water 
energy consumption using electrically heated 
water. W,, expressed in kilowatt-hours per- 
cycle and defined as: 

VxTxM. 

where 

V reported water consumption in gallons 
per cycle for the cycle type under 
test. 

T nominal water heater temperature 
rise = 90 ' F. 

K water specific heat in kilowatt-hours 
per gallon per degree F - 0 00344. 

4.2 Per-cycle water energy consumption 
using gas-heated or oil-heated wafer. Calcu¬ 
late for the cyclo type under test the per- 
cyclo water energy consumption using gas¬ 
hes ted or oil-heated water. W t . expressed in 
Btu*a per cycle and defined as- 

VxTxC. 


where 

If and T are defined in 4.1 of this Appendix, 
and 

C water specific heat in Btu*a per gallon 
per degree P=8.34. 

c - nominal gas or oil water heater effi¬ 
ciency - 0.7ft. 

44 Per-cycle machine electrical energy 
consumption. Calculate for the cycle type 
under test the per-cyclc machine electrical 
energy consumption. Jf., expressed In kilo¬ 
watt-hours per cycle, and defined as the 
reported value of the machine electrical 
energy consumption for the cycle type under 
teat. 

4.4 Total per-cycle energy consumption 
when electrically healed water is used. Cal¬ 
culate for the cycle type under test the 
total per-cycle energy consumption. £#, 
expressed in kilowatt-hours per cycle, and 
defined os the sum of the per-cycle machine 
electrical energy consumption, Jg«. and the 
per-cycle water energy consumption using 
electrically-heated water, W., calculated for 
that cycle type, determined according to 

4.3 and 4.1. respectively. 

(FR Doc.77-8460 Filed 3~17~77;1:53 pm| 

NATIONAL CREDIT UNION 
ADMINISTRATION 

[ 12 CFR Part 701 ] 

ORGANIZATION AND OPERATION OF 
FEDERAL CREDIT UNIONS 

Share Draft Programs; Hearings 

AGENCY: National Credit Union Ad¬ 
ministration. 


15427 

ACTION: Notice of Hearing on Pro¬ 
posed Rule. 

SUMMARY: This notice sets forth the 
dates, time and place of a hearing to be 
held on the proposed rule for shore draft 
programs. It also provides for the noti¬ 
fication of intent to make oral presen¬ 
tation. 

DATE8: The hearing will convene at 
9:00 am. on Tuesday. April 19. 1977. and. 
If necessary, will reconvene at 9:00 a m. 
on Wednesday, April 20, 1977. 

ADDRESSES: Send copies of written 
statements and notification of intent to 
present oral testimony to Joseph Bell- 
enghi. Assistant Administrator for Ex¬ 
amination and Insurance, National 
Credit Union Administration, 2025 M 
Street. NW, Washington. DC 20456. The 
hearing will be conducted in Room 400 
at 1111 18th Street. NW., Washington, 
DC. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Joseph Bellenghl. Assistant Adminis¬ 
trator for Examination and Insurance, 

National Credit Union Administration. 

2025 M Street. NW, Washington. DC 

20456. Telephone: 1202 ) 254-8760. 

SUPPLEMENTARY INFORMATION: 
On February* 28. 1977. the Administrator 
of the National Credit Union Adminis¬ 
tration published a proposed rule (42 FR 
11247) which prescribes the requirements 
for the establishment and implementa¬ 
tion of share draft programs by Federal 
credit unions. In order to give Interested 
parties an additional opportunity to par¬ 
ticipate in the rulemaking process 
through oral presentation, the Adminis¬ 
trator has scheduled a hearing for that 
purpose. The hearing is to be held at 
9:90 am., Tuesday. April 19. 1977. at 1111 
18th Street. NW. Room 400. Washington, 
D.C. If necessary the hearing will be car¬ 
ried over to Wednesday, April 20. 1977. 

All persons desiring to make oral pres¬ 
entation at the hearing must notify 
Joseph Bellenghl at the above address of 
their lntentipn to do so no later than 
April 5. 1977. 8uch persons must submit 
25 copies of their written testimony to 
Joseph Bellenghl no later than April 15. 
1977. 

Persons appearing at the hearing will 
be allotted 15 minutes to make their oral 
presentation. Interested persons may re¬ 
quest additional time in their notice of 
intent to appear. However, the grant¬ 
ing of additional time will be within the 
discretion of the Administrator, taking 
into consideration the number of other 
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persons who have filed notices of appear¬ 
ance and the availability of time. 

C. Austin Montgomery, 

Administrator . 

March 17. 1977. 

(Soc. 120, 73 Stat. 635 (13 U.B.C. 1766) and 
me. 209. 84 8tat. 1014 (13 U3.C. 1789).) 

1 Fit Doc.77 8477 Filed 3-2i-77;8:45 amj 

DEPARTMENT OF HEALTH, 
EDUCATION. AND WELFARE 
Food and Drug Administration 
[21 CFR Part 940] 

(Docket No 76N-0504} 

FOOD SERVICE SANITATION 

Withdrawal of Proposal and Termination of 
Rule Making Proceeding 

The Commissioner of Food and Drugs 
1s withdrawing the propoecd food service 
sanitation regulation published in the 
Federal Register of October 1. 1974 <39 
FR 354381 and terminating the rule 
making proceeding. 

The October 1. 1974 proposal set forth 
a regulation and model ordinance to pro¬ 
vide State and local governments with a 
comprehensive model law for the regu¬ 
lation of food service sanitation. The 
proposal had, as one of its primary pur¬ 
poses, the establishment of criteria for 
the Federal regulation of food service 
operations on interstate conveyances and 
food sources for interstate conveyances, 
and it would have superseded Subpart B 
of Part 1250 of Title 21 <21 CFR 5 1250.20 
through 8 1250.39 >. 

A number of comments received in re¬ 
sponse to the proposal opposed the con¬ 
cept of a Federal regulation that es¬ 
tablished sanitation standards for all 
food service operations. The primary ob¬ 
jections to the proposal were that it 
abridged a long-term understanding be¬ 
tween the States and the Federal govern¬ 
ment regarding the regulation of the 
food service industry, and that the pro¬ 
posal inadequately addressed the special 
circumstances involved In the operation 
of interstate conveyances and their 
sources of food. 

The Commissioner has concluded that 
the proposal should be withdrawn and 
the rule making proceeding terminated 
because it was never his intention to 
supersede State and local regulation of 
food service sanitation or to fail to ac¬ 
count for the special circumstances in¬ 
volved in the operation of interstate con¬ 
veyances and their sources of food. At a 
future date, the Commissioner will Issue 
a new notice of proposed rule making to 
supersede Subpart B of Part 1250 for the 
purpose of establishing criteria for the 
approval of food service operations on 
interstate conveyances and for food 
sources for interstate conveyances. 

in the Interest of establishing uniform 
sanitation requirements and enforce¬ 
ment practices, the 1976 revision of the 
Food Service Sanitation Manual (which 
includes an updated Model Food Service 
Sanitation Ordinance) has been pre¬ 
pared and submitted to the Government 
Printing Office. All of the technical com¬ 


ments received In response to the Octo¬ 
ber 1. 1974 proposal were carefully con¬ 
sidered and appropriate changes made In 
the model ordinance. 

A notice will be published In the Fed¬ 
eral Register announcing the availabil¬ 
ity of the manual and model ordinance 
and the procedure for obtaining a copy 
from the Food and Drug Administration. 
Draft copies of the manual are currently 
being sent to Federal and State offices 
so that they may familiarize themselves 
with the model ordinance. A draft copy 
may be reviewed in the office of the Hear¬ 
ing Clerk, Food and Drug Administra¬ 
tion. Rm. 4-65. 5600 Fishers Lane. Rock¬ 
ville. MD 20857. 

(Public Health Service Act (secs. 301. 311* 
361. 58 Stat. 891. 693. 703 aa amended (42 
U.S.C. 241. 243. 264)) and the Federal Food, 
Drug, and Ooametlc Act (aeca. 402. 701. 62 
Stat. 1046-1047. 1066-1066 as amended (21 
UAC. 343. 371)) and under authority dele¬ 
gated to him (21 CFR 15.1) (recodlflcatlon 
published In the Froi caai. Register of 
June 15. 1976 ( 41 FR 24262).) 

The Commissioner hereby withdraws 
the proposed Part 940, published in the 
Federal Register of October 1, 1974 (39 
FR 35438) and terminates the rule mak¬ 
ing proceeding begun by that proposal. 

Dated: January 27, 1977. 

Joseph P. Hile. 

Associate Commissioner lor 
Compliance . 

(FR Doc.77-8409 Filed 3-21-77;8:45 am) 


[ 21 CFR Parts 1000 and 1020 ] 

(Docket No. 77N-0031| 

IONIZING RADIATION THERAPY 
EQUIPMENT 

Notice of Intent to Propose Rules and 
Develop Guidelines 

AGENCY: Food and Drug Administra¬ 
tion. 

ACTION: Notice of Intent. 

SUMMARY: The Food and Drug Admin¬ 
istration Is considering a control pro¬ 
gram for radiation therapy equipment. 
The agency asks for further information 
before beginning such a program. 

DATE8: Comments and data by July 
20.1977. 

ADDRESSES: Written comments to the 
Office of the Hearing Clerk. Food and 
Drug Administration, Rm. 4-85, 5600 
Fishers Lone. Rockville. MD 20857. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Melvyn R. Altman. Bureau of Radio¬ 
logical Health (HFX-460). Food and 
Drug Administration. Department, of 
Health. Education, and Welfare. 5600 
Fishers Lane. Rockville. MD 20857. 
(301) 443-3426. 

SUPPLEMENTARY INFORMATION: 
The Food and Drug Administration may 
develop standards or guidelines for ion¬ 
izing radiation equipment used primar¬ 
ily for treating cancer. One or more ac¬ 
tions could follow: regulatory perform¬ 


ance standards, recommended user pro¬ 
cedures. recommended training criteria 
for personnel, and recommended manu¬ 
facturing or testing procedures. Tho 
Food and Drug Administration, through 
the Bureau of Radiological Health and 
under the authority of the Radiation 
Control for Health Safety Act of 1968 
(Pub. L. 90-602. 42 UB.C. 263b et seq.». 
administers an electronic product radia¬ 
tion control program. This authority 
provides for development and adminis¬ 
tration of radiation safety performance 
standards and development of recom¬ 
mendations for controlling electronic 
product radiation. The Food and Drug 
Administration also has authority under 
the Federal Food. Drug, and Cosmetic 
Act. as amended by the Medical Devices 
Amendments of 1976 (Pub. L. 94-295: 90 
Stat. 539-583 (21 U.S.C. 379)) regarding 
safety and effectiveness of medical radi¬ 
ation therapy equipment. 

A contract overview study was recent¬ 
ly conducted for FDA. This study on 
electron linear accelerators in medical 
radiation therapy produced four over¬ 
view reports: (1) physical characteris¬ 
tics; (2) market and use characteris¬ 
tics; (3) accident history; and (4) regu¬ 
lations. standards, and guidelines. Tho 
reports are available from the National 
Technical Information Service, Spring- 
field. VA 22161. (Some copies of the 
physical characteristics overview report 
are available from the Bureau of Radio¬ 
logical Health (HFX-28). 5600 Fishers 
Lane, Rockville. MD 20857.) The over¬ 
view study Identifies several types of 
equipment problems that can cause ra¬ 
diation accidents involving incorrect or 
unintentional exposure of patients or op¬ 
erators. Copies of the study are available 
for public examination at the office of 
the Hearing Clerk, Food and Drug Ad¬ 
ministration. Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857. between the 
hours of 9 ajn. and 4 p.m., Monday 
through Friday. 

Through an Interagency agreement 
with the National Bureau of Standards, 
a survey of cobalt teletherapy equip¬ 
ment has been instituted. This program, 
which is nearing completion, is designed 
to assess the capability of a teletherapy 
facility to deliver a specified radiation 
dose, under specified conditions, to a set 
of dosimeters. The dose and conditions 
were chosen to simulate typical radia¬ 
tion therapy use. When completed, the 
survey should cover approximately 60 to 
70 percent of the cobalt teletherapy units 
in the United States. Preliminary results 
indicate that although most facilities can 
deliver an adequately precise dose (with¬ 
in ±5 percent >. unnecessary errors in 
dose calculation and dose delivery arc 
common in some facilities. An assistance 
program is being considered to attempt 
to identify problems at facilities where 
the dose delivered was significantly dif¬ 
ferent from that specified. A similar dose 
evaluation program for radiation ther¬ 
apy facilities using particle accelerators 
in now being planned. Such surveys help 
FDA identify problems with radiation 
therapy services (equipment and user 
procedures) and help develop approprl- 
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ate control programs. More Information, 
however, Is needed before n specific con¬ 
trol program can be started. 

The Commissioner of Food and Drugs 
will consult one or more of the advisory 
committees concerned with the safety 
and effectiveness of radiation therapy 
devices—the Technical Electronic Prod¬ 
uct Radiation Safety Standards Com¬ 
mittee (TEPRSSC). the Medical Radia¬ 
tion Advisory Committee (MRAC). and 
the Panel on Review of Radiology De¬ 
vices—concerning the proposed action 
and the comments received in response 
to this advance notice of proposed rule 
making. The Technical Electronic Prod¬ 
uct Radiation 8afety Standards Com¬ 
mittee is a permanent statutory advi¬ 
sory committee to the Secretary of 
Health. Education. and Welfare; 
TEPRSSC must be consulted before the 
establishment of standards under the 
Radiation Control for Health and Safety 
Act of 1968. The Medical Radiation Ad¬ 
visory Committee advises and consults 
with the Bureau of Radiological Health 
in formulating policy and developing a 
coordinated program related to use of 
ionizing radiation in the healing arts. 
The Panel on Review* of Radiology* De¬ 
vices reviews and evaluates data con¬ 
cerning the safety, effectiveness, and 
reliability of radiology devices: ond it ad¬ 
vises the Commissioner on the classifi¬ 
cation of those devices and the need for 
standards. Other panels will become In¬ 
volved In the development of standards 
when appropriate. 

Interested persons are Invited to 
participate in the development of the 
control program for radiation therapy 
equipment by submitting written com¬ 
ments, views, and data on the subject. 
Communications should reference the 
docket number appearing in the heading 
of this document and should be sent to 
the Hearing Clerk. Food and Drug 
Administration. Rm. 4-65. 5600 Fishers 
Lane, Rockville. Md. 20857. before July 
20, 1977. Timely comments will be 
considered in formulating the control 
program. Comments received after July 
20, 1977 may be considered, depending 
on the stage of development of any 
.standards or recommendations. 

To assist the Commissioner in the 
development of useful standards and/or 
recommendations, detailed scientific and 
technical data, as well as comments or 
suggestions supported by detailed ra¬ 
tionale and justification, are specifically 
invited on the following questions: 

1. Are performance standards or 
recommended criteria needed for radia¬ 
tion therapy equipment? If so, what 
types of equipment should be covered, 
for example, low energy <5 to 50 kilo¬ 
volts) x-ray generators, neutron gen¬ 
erators. electron Unear accelerators, 
cobalt and cesium teletherapy equip¬ 
ment, brachytherapy sources, and 
betatrons? 

2. What types of performance criteria 
are needed in a performance standard or 
recommendation? For example, should 
the criteria address Interlock systems. 


isodose curves, calibration of dosimeter 
system, leakage radiation, shielding, 
electrical and mechanical safety, and 
effectiveness? 

3. Is there a significant hazard as¬ 
sociated with the neutron contamination 
of high energy tE > 12 megavolts) pho¬ 
ton beams? If so, what standards or rec¬ 
ommendations arc needed? Do such 
high-energy photon beams have a 
significantly increased therapeutic effec¬ 
tiveness compared with lower-energy 
photon beams? 

4. What types of performance criteria 
related to accessory devices should be 
included, for example, patient-position¬ 
ing equipment, electronic interference, 
isodose plotting devices, electronic data 
processing, ond calibration devices? 

5. What types of Information should be 
supplied by manufacturers, for example, 
isodose curves, calibration procedures, 
and shielding information? 

6. Are guidelines < recommendations > 
related to the operation of radiation 
therapy equipment needed? If so. should 
they address, for example, training and 
experience for personnel (therapists, 
physicists, technologists >, current short¬ 
ages in radiation therapy personnel, and 
minimum staffing for various types of 
faculties? 

7. Are guidelines needed for routine 
maintenance, operator and patient 
protection, and recordkeeping? 

8. For questions 1 through 7. what are 
the costs and environmental Impacts of 
the suggested actions: and what arc the 
bases for determining these Impacts? 
Also, what are the priorities for the 
various actions and types of equipment? 

9. What existing codes, recommenda¬ 
tions, and standards are applicable to 
the various types of radiation therapy 
equipment? 

10. Are there documented cases of ac¬ 
cidents or incidents related to radiation 
therapy equipment, which resulted in 
actual or potential injuries to patients 
or therapy personnel? What were the 
associated equipment and/or dose-de¬ 
livery problems? 

Persons or organizations wishing fur¬ 
ther information made public on the 
development of the control program for 
radiation therapy equipment and its use 
may write to the Division of Compli¬ 
ance. Bureau of Radiological Health 
(HFX-440). 5800 Fishers Lone. Rock¬ 
ville, MD 20857. 

This issuance is made under the Pub- 
Uc Health Service Act as amended by the 
Radiation Control for Health and Safety 
Act of 1968 (secs. 356 and 358. 82 8taL 
1174-1179 (42 U.S.C. 263d and 263f>>; 
the Federal Food, Drug, and Cosmetic 
Act os amended (21 U.S.C. 301 et seq.); 
and authority delegated to the Commis¬ 
sioner (21 CFR 5.1) (recodiflcation 
published in the Federal Register of 
June 15. 1976 (41 FR 24262)). 

Written comments or data should be 
sent to the office of the Hearing Clerk. 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane. Rockville, MD 
20857. and should be Identified by re¬ 


ferring to the docket number appearing 
in the heading of this document. 

Dated: March 14. 1977. 

Joseph P. Hilo, 
Associate Commissioner 

for Compliance . 
|FR Doc.T7 8289 Piled 3 21-77;6:45 *m| 


DEPARTMENT OF THE INTERIOR 

Bureau of Indian Affairs 
[25 CFR Part 11] 

LAW ENFORCEMENT STANDARDS FOR 

POLICE AND DETENTION PROGRAMS 

Proposed Changes to Training 
Requirements 

ThLs notice is published in exercise of 
authority delegated by the Secretary of 
the Interior to the Commissioner of In¬ 
dian Affairs by 230 DM 2. 

Notice is hereby given that it Is pro¬ 
posed to revise 44 11.304(g) and 11.305 
•n) of Part 11, Subchapter B. Chapter 
I. of Title 25 of the Code of Federal Reg¬ 
ulations. This revision Is proposed under 
the authority contained in 5 UB.C. 301, 
25 U S.C. | 3 ond 25 U.S.C. 4 450k. 

Subparagraph (1) of 4 11.304(g) is re¬ 
vised to Include any training program 
that is approved by the Commissioner of 
Indian Affairs. The present regulation 
authorizes only training given by the In¬ 
dian Police Academy or the state where 
the officer is employed. The change will 
give the officer a wider choice of train¬ 
ing programs. 

Subparagraphs <2», (3), and (4* of 
J 11.304‘g* are revised to authorize 
tmlning prior to entry on new duties. 
This change should improve the quality 
of service rendered by newly promoted 
or appointed personnel. 

Paragarph <n> of 11.305 is revised to 
permit jailors to serve up to six months 
before completing training. This para¬ 
graph is also revised to include any train¬ 
ing program approved by the Commis¬ 
sioner. The present regulation permits 
only training by the Indian Police Acad¬ 
emy or by the State where the jailor is 
employed. These changes are needed be¬ 
cause only limited training for jailors is 
available at the Indian Police Academy*. 

Each paragraph or subparagraph 
being revised will state that transfer may 
result In demotion. The present regula¬ 
tions require demotion or discharge when 
an employee fails to pass a required 
course. The change is designed to leave 
open the possibility of a transfer that 
does not require a demotion. 

It is the policy of the Department of 
the Interior, whenever practicable, to af¬ 
ford the public an opportunity* to par¬ 
ticipate In the rulemaking process. Ac¬ 
cordingly. interested persons may sub¬ 
mit written comments, suggestions, or 
objections regarding the proposed revi¬ 
sion to the Director, Office of IndiAn 
Services, Washington. D.C. 20245. on or 
before April 21, 1977. 

It Is proposed to amend 14 11.304 and 
11.305 of Subchapter B, Chapter I, Title 
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25 of the Code of Federal Regulations 
as follows: 

1. By revising 3 11.304(g) to read as 
follows: 

§ 11.301 Minimum atandurtU for potire 

program*. 

• • • • • 

(g)<|> Ncwly-cmployed patrol officers 
shall successfully complete within their 
first year of service the approved Basic 
Police Training Course conducted at the 
Indian Police Academy or a similar 
course approved by the Commissioner 
of Indian Affairs. An officer who fails 
to complete the training required by this 
subparagraph shall be discharged or 
transferred to a position not involving 
law enforcement duties. Transfer may 
result in demotion. 

(2) Prior to. or within one year after, 
promotion or appointment to a super¬ 
visory enforcement position, an employee 
shall complete the approved Supervisory 
Enforcement Officer Training Course 
’conducted at the Indian Police Academy 
or a similar course approved by the Com¬ 
missioner of Indian Affairs. An officer 
who is serving in a supervisory position 
and fails to complete the training re¬ 
quired in this subparagraph shall be 
transferred to a nonsupervisory position. 
Transfer may result in demotion. 

(3) Prior to. or within one year after, 
promotion or appointment to a criminal- 
investigator position, an officer shall suc¬ 
cessfully complete the Criminal-Inves¬ 
tigator Training Course conducted at the 
Indian Police Academy or a similar 
course approved by the Commissioner of 
Indian AfTairs. An officer who is serving 
in a criminal-investigator position and 
fails to complete the training required In 
this subparagraph shall be transferred 
to a noncriminal-investigator position. 
Transfer may result in demotion. 

<4> Prior to. or within one year after, 
promotion or appointment to a super¬ 
visory criminal-investigator position, an 
officer shall successfully complete the 
Executive Management Course of Train¬ 
ing conducted at the Indian Police Acad¬ 
emy or a similar course approved by the 
Commissioner of Indian AfTairs. An offi¬ 
cer who 1s serving in a supervisory 
criminal-investigator position and fails 
to complete the training required in this 
subparagraph shall be transferred to a 
nonsupervisory criminal-investigator po¬ 
sition. Transfer may result in demotion. 

2. By revising 3 11.305(n) to read as 
follows: 

3 11.303 Minimum standard* for ilrtm* 
lion program*. 

(n> Prior to. or within six months 
after, promotion or appointment to a 
position Involving detention/jail duties, 
an employee shall successfully complete 
a Detention/Jail Operations and Man¬ 
agement Training Course approved by 
the Commissioner of Indian Affairs. An 
employee who is serving in a position 
involving detention/jail duties and fails 
to complete the training required by this 
paragraph shall be transferred to a posi¬ 
tion not involving detention/Jail or law 


enforcement duties or discharged. Trans¬ 
fer may result in demotion. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 16.131. Indian Law Enforcement 
Services) 

Raymond V. Butler. 

Acting Commissioner 
of Indian Affairs, 

[Fit Doc.77-8473 FUcd 3-21-77:8:46 ami 

DEPARTMENT OF LABOR 

Occupational Safety and Health 
Administration 

[ 29 CFR Part 1953 ] 

CHANGES TO STATE PLANS FOR THE DE¬ 
VELOPMENT AND ENFORCEMENT OF 

STATE STANDARDS 

Notice of Proposed Amendment to 
Regulation 

1. Background. In accordance with 
the provisions of sections 8(g)(2) and 
18(c) of the Occupational Safety and 
Health Act of 1970 (hereinafter referred 
to as the Act) <29 UJ8.C. 657(g) (2) and 
667). it is proposed to amend 3 1953.23 
of Title 29. Code of Federal Regulations. 
Section 1953.23 pertains to the submis¬ 
sion of change supplements to a State 
plan for the development and enforce¬ 
ment of occupational safety and health 
standards approved under section 18(c) 
of the Act whenever there Is a change 
in the Federal program which could have 
an adverse impact on the “at least as 
effective as“ status of the State pro¬ 
gram. Among other things, f 1953.23 
provides procedures and requirements 
for the submission of State occupational 
safety and health standards or amend¬ 
ments to such standards whenever a new 
permanent Federal standard is pro¬ 
mulgated or there is a more stringent 
amendment to an existing standard. The 
regulation currently provides that the 
Regional Administrator shall advise the 
State of any new Federal standards or 
any amendments to an existing Federal 
standard and that a State supplement 
is required in response to these changes. 
It is proposed to amend this regulation 
by deleting the requirement that the 
Regional Administrator notify the State 
designee of the promulgation of new 
Federal standards or amendments to 
existing Federal standards. 

All new Federal standards and all 
amendments to existing Federal stand¬ 
ards are published in the Federal Recsi- 
ter. Each state agency designated to 
administer the State's program for the 
development and enforcement of such 
standards subscribes to the Federal 
Register. It is apparent that the notifi¬ 
cation to the State of all new standards 
and amendments by the Regional Ad¬ 
ministrator is superfluous since each 
State agency would have received the 
Federal Register by the time it is noti¬ 
fied of the standards change by the 
Regional Administrator. 

This proposal would have no effect on 
the requirement of 29 CFR 1953.23(a) (2) 
that the State promulgate a new perma¬ 
nent standard or more stringent amend¬ 
ment to an existing standard within six 


months of the promulgation of a new 
Federal permanent standard or more 
stringent amendment to an existing 
Federal permanent standard. The pro¬ 
posal merely changes the manner in 
which a State is officially notified of the 
standards changes and the pertinent re¬ 
sponse to such changes by the State. 

It should be noted that the provisions 
of 29 CFR 1933.22 pertaining to notifi¬ 
cation to the States of the promulgation 
of emergency temporary standards by 
the Regional Administrator are not 
changed. Timeliness is a critical element 
in the promulgation or adoption of such 
emergency standards and it is appropri¬ 
ate that the States be notified of such 
standards by the Regional Administra¬ 
tor even though most designated agen¬ 
cies may have received the Federal 
Register document containing the emer¬ 
gency temjx>rary standard before being 
notified by the Regional Administrator. 

2. Public participation . Interested per¬ 
sons are given until April 21. 1977 to 
submit written comments, suggestions or 
objections regarding the proposed 
amendment of 5 1953.23 to the Deputy 
Director of the Office of Federal Com¬ 
pliance and State Programs, Occupa¬ 
tional Safety and Health Administration. 
Room N-3112. 200 Constitution Ave. NW., 
Washington, D.C. 20210. 

Comments received will be available 
for public inspection and copying during 
normal business hours at the above ad¬ 
dress. The proposed rules may be revised 
prior to final publication to reflect sug¬ 
gestions made by the comments. 

Section 1953.23 of Title 29 of the Code 
of Federal Regulations would be amended 
as follows: 

§ 1953.23 Submit* »• ion und con tad era lion 
of Federal program change*. 

(a) <1> Within a reasonable time after 
the occurrence of a Federal program 
change, other than promulgation of 
emergency temporary standards, new 
permanent standards or more stringent 
amendments to existing standards, the 
Regional Administrator, as directed by 
the Assistant Secretary, shall advise the 
8tates of the Federal program change 
and that a State supplement Is required. 
The notification shall also contain a time 
period, generally not to exceed 30 days, 
for submission of the Federal program 
change supplement, or a schedule for the 
completion o! such change. 

(2) Where the Federal program change 
is a new permanent standard, or a more 
stringent amendment to an existing 
permanent standard, the State shall 
promulgate a State standard adopting 
such new Federal standard, or an at 
least as effective equivalent thereof, 
within six months of the date of promul¬ 
gation of the new Federal standard or 
more stringent amendment. Publication 
of the adoption of the new permanent 
Federal standard or more stringent 
amendment to an existing permanent 
standard shall be the official notice to 
the States of the adoption of the new 
permanent Federal standard or more 
stringent amendment to an existing 
permanent standard and of the need to 
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submit a plan supplement incorporating 
the new Federal standard or amendment 
within six months. The Assistant Secre¬ 
tary may permit a longer time period if 
the State makes a timely demonstration 
that good cause exists for extending the 
time limitation. 

• • • • • 

(Secs. 8(g) (2) and 18(c). Pub. L. 91-590. 84 
Slat. 1600. 1GG8 (29 UB.C. 637(g)(2) 667 
(c)).) 

Signed at Washington. D.C.. this 15th 
day of March 1977. 

B. M. CONCKl.IN. 

Deputy Assistant Secretary of Labor . 

(PR Doc.77-8507 Filed 3-21 77:8:45 am| 


LIBRARY OF CONGRESS 
Copyright Office 
[37 CFR Part 201] 

(Docket RM 77-21 

COMPULSORY LICENSE FOR CABLE 
SYSTEMS 

Advance Notice of Proposed Rulemaking 

AGENCY: Library of Congress. Copy¬ 
right Office. 

ACTION: Advance Notice of Proposed 
Rulemaking. 

SUMMARY: This advance notice of pro¬ 
posed rulemaking is issued to advise the 
public that the Copyright Office of the 
Library of Congress is considering adop¬ 
tion of regulations to implement a sec¬ 
tion of Pub. L. 94-553 <90 Stat. 2541). the 
Act for General Revision of the Copy¬ 
right Law. which provides a compulsory 
license for secondary transmissions of 
copyrighted works bv cable systems. This 
notice announces and invites participa¬ 
tion in a public hearing intended to 
elicit comment, views and information 
which will assist the Copyright Office in 
considering alternatives and formulating 
tentative regulations to be later issued 
as proposed rules for additional com¬ 
ment 

DATES: The hearing will be held on 
April 12 and 13. 1977. commencing at 
9:30 a m. on April 12. 

Members of the public desiring to 
testify should submit written requests 
to present testimony before April 4. 1977. 
to the address set forth below. The re¬ 
quest should clearly identify the indi¬ 
vidual or group requesting to testify and 
the amount of time desired. 

ADDRESSES: The hearing will be held 
in Room 910, Crystal Mall Building No. 
2. 1921 Jefferson Davis Highway. Arling¬ 
ton. Virginia. 

Requests to present testimony should 
be addressed to: Office of the General 
Counsel, US. Copyright Office. Library 
of Congress, Washington. DC. 20559. 

FOR FURTHER INFORMATION. CON¬ 
TACT: 

Jon Baumgartcn. General Counsel, 
U.8. Copyright Office. Library of Con¬ 
gress. Washington. DC 20559. 1703- 
557-8731). 
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SUPPLEMENTARY INFORMATION: 
Section 111(c) of the first section of Pub. 
L 94-553 establishes a compulsory licens¬ 
ing system under which cable systems 
may make secondary transmissions of 
copyrighted works. The compulsory li¬ 
cense is subject to. among other condi¬ 
tions. the requirement that the cable 
system comply with certain filing and 
accounting provisions. Under section 111 
(d)(1) of the Act: 

(1) Any system that is in operation 
on April 17, 1977 must record the fol¬ 
lowing information in the Copyright Of¬ 
fice no later than April 18. 1977: 

(a) “the identity and address of the 
person who owns or operates the second¬ 
ary transmission service or has power to 
exercise primary control over lt M ; and 

<b> “the name and location of the pri¬ 
mary transmitter or primary transmit¬ 
ters whose signals are regularly carried 
by the cable system**. (2) Any system 
that begins operation after April 17,1977. 
must record the specified information 
<quoted in the preceding paragraph) at 
least one month before the date opera¬ 
tions commence. (As a transitional ex¬ 
ception. the recording deadline for any 
system that starts operating between 
April 18. 1977. and May 18. 1977, is 
April 18. 1977.) 

(3) After making the initial record 
(described in the preceding two para¬ 
graphs ). the cable system must then 
make supplemental records “within 
thirty days after each occasion on which 
the ownership or control or the signal 
carriage complement of the cable system 
changes." 

<4) In addition to the initial and sup¬ 
plemental records (described in the 
preceding three paragraphs), the cable 
system must record “thereafter, from 
time to time, such further information 
as Uie Register of Copyrights, after con¬ 
sultation with the Copyright Royalty 
Tribunal < If and when the Tribunal has 
been constituted). shall prescribe by reg¬ 
ulation to carry out the purpose of this 
clause." 

In addition, section 111(d)(2) (A) of 
the Act requires that cable systems ex¬ 
ercising the compulsory license file, semi¬ 
annually and in accordance with Copy¬ 
right Office regulations: 

a statement ot account, covering the atx 
months next preceding, specifying the num¬ 
ber of channels on which the cable system 
made secondary transmissions to its sub¬ 
scribers. the names and locations of ail pri¬ 
mary transmitters whoee transmis^toiis were 
further transmitted by the cable system, the 
total number of subscribers, the gross 
amounts paid to the cable system for the 
basic service of providing secondary trans¬ 
missions of primary broadcast transmitters, 
and such other data as the Register of Copy- 
rtghts may, after consultation with the Copy¬ 
right Royalty Tribunal (if and when the 
Tribunal has been constituted), from time 
to time prescribe by regulation. Such state¬ 
ment shall also include a special statement 
of account covering any non net work. televi¬ 
sion programming that was carried by the 
cable system in whole or In part beyond the 
local service area of the primary transmit¬ 
ter. under rules. reguUtlons. or authoriza¬ 
tions of the Federal Communications Com¬ 
mission permitting the substitution or ad¬ 


dition of signals under certain circum¬ 
stances. togethe. with logs showing the 
times, dates, atatlons. and programs Involved 
In such substituted or added carriage; 

together with royalties computed as set 
forth in other paragraphs of the section. 
In discussing this requirement of “semi¬ 
annual" accountings, the Report of the 
Judiciary Committee of the House of 
Representatives states <H.R. Rep. No. 
94-1476.94th Cong.. 2d Sess. at 95): “The 
dates for filing such statements of ac¬ 
count and the six-month period which 
they are to cover are to be determined by 
the Register of Copyrights after con¬ 
solation with the Copyright Royalty 
ITribunall" Distribution of the rovolties 
is to be made to specified classes of copy¬ 
right owners who file claims with the 
Copyright Royalty Tribunal during the 
month of July in each year. 

By notice published on March 18. 1977 
<42 FR 15065). the Copyright Office 
adopted an interim regulation 9 201.11 
pertnlning to the filing bv cabte systems 
of the information quoted above in num¬ 
bered paragraphs <1). (2>. and <3). With 
this notice we are now initiating our 
consideration of final regulations to im¬ 
plement the filing and accounting pro¬ 
visions of section llUd) of the Act as 
a whole. 

Testimony Is invited on all considera¬ 
tions relevant to the formication of reg¬ 
ulations referred to in sections 111(d)(1) 
and 111<dX2) of the Act. These con¬ 
siderations include, but are not limited 
to. the following Questions: 

(1) Should interim regulation $201.11 
be modified for cable systems commenc¬ 
ing orerntions or undergoing ownership 
or signal carriage changes in the future? 

<2) What relationship shouM be es¬ 
tablished between the "further informa¬ 
tion" clause of section lll(dwi) and 
the accounttng provisions of section 
111(d)(2)? Should the Copvri«*ht Office 
implement the final clause of section 
111(d)(1) bv requiring the filing of in¬ 
formation other than that required un¬ 
der Interim regulation $201.11 and'or 
the accounting provisions* If so. what 
information shfufid bo required and with 
what frequency should it be filed? 

(3) In order to assure adequate time 
for cable system* to p^ena^ statements 
of account and for copyright owners to 
review the statements and prepare and 
file claims to royalties durirnr the month 
of July, wha* dates should be estab- 
bshed for the filing of accounts and what 
six-month periods should thev cover? 

(4) What “other data" should he in¬ 
cluded In statements of account and spe¬ 
cial statements of account under section 
111(d)(2)? Are there special issues to 
be considered in connection with the 
terms ‘‘number of channels", “number of 
subscribers’*, “gross amount", and “basic 
service" as used in paragraph (A) of 
that section? 

(5» Is the definition of “cable system" 
in section 111(f) of the Act adequate for 
purpotses of the recording and account¬ 
ing provisions? For example, where two 
or more cable systems in non-contiguous 
communities operate from one head-end, 
shall they be considered as one sytem 
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for these purposes? Where an operator 
maintains facilities in separately iden¬ 
tifiable non-con tlguous communities, 
what is “the cable system?*’ In the con¬ 
text of configurations or interconnec¬ 
tions employing ‘'central’* and “local” 
or “hub” head-end. what is the “cable 
system” and “one head-end"? 

(6) How should the reference to in¬ 
cluding the names and locations of “all 
primary transmitters whose transmis¬ 
sions were further transmitted by the 
cable system” in statements of account 
under section 111(d)(2)(A) be treated 
for systems carrying the entire FM band ? 
Are there special issues to be considered 
(pertaining to both identification and 
classification of signals) in the event 
of cable system retransmission of signals 
received from translator or similar sta¬ 
tions? 

(7) Considering, among other factors, 
that section 111(d) <2> of the Act re¬ 
quires a special statement of account for 
substituted programming, what signif¬ 
icance should be attributed to differences 
between the phrase “all primary trans¬ 
mitters whose transmissions were fur¬ 
ther transmitted by the cable system” 
appearing in the first clause of section 
111(d)(2)(A) and the phrase “the pri¬ 
mary transmitter or primary transmit¬ 
ters whose signals are regularly carried 
by the cable system" In section 111(d) 
<1>? What differences exist, if any (a) 
between the primary transmitters to be 
identified in statements of account and 
special statements of account, respec¬ 
tively, under section 111(d)(2); (b) be¬ 
tween those primary transmitters and 
the primary transmitters to be identified 
under section 111(d)(1)? 

(8) To what extent, if any. should the 
Copyright Office examine and enter into 
correspondence concerning the contents 
of statements of account with respect to 
<a) clerical and mathematical accuracy; 

(b) compliance on their face with the re¬ 
quirements of section 111(d) (2). includ¬ 
ing the appropriate computations re¬ 
quired by subclauscs (B). (C). or (D); 

(c) conformance between the statement 
of account and the total amount of the 
accompanying deposit of royalitlcs; <d> 
conformance between the statement of 
account and the information already 
filed by the cable system under section 
111(d)(1): and (e) any other matters? 

(9) Should the Copyright Office Im¬ 
pose a fee under section 708(a) (11) for 
the handling and recordation of notices 
and statements of account under para¬ 
graphs (1) and (2) of section 111(d)? 

(10) Should the Copyright Office pro¬ 
vide printed forms for the filing of state¬ 
ments of account? If so, should their use 
by cable systems be mandatory or op¬ 
tional? What records should the Copy¬ 
right Office make and maintain on the 
basis of these statements? 

Written Statements 
• 

All witnesses are requested to provide 
10 copies of a written statement of their 
testimony to the Office of the Oeneral 
Counsel, at the address given above, by 
4 pm. on April 8.1977. 


The record of the proceedings will be 
kept open until May 13. 1977 for receipt 
of written supplemental statements. <17 
U-8.C, « 207; and under the following 
sections of Title 17 of the United States 
Code as amended by Pub. L. 94-553: 
sections lit; 702). 

Dated: March 18,1977. 

Barbara Ringer, 
Register of Copgrigh is. 

Approved: 

William J. Welsh, 

Acting Librarian of Congress. 

I TO Doc.77-8560 Piled 3-21-77; 8:45 am| 


ENVIRONMENTAL PROTECTION 
AGENCY 
[ 40 CFR Part 52 ] 

|TOL 701-2| 

APPROVAL AND PROMULGATION OF 
IMPLEMENTATION PLANS 

Missouri: Approval and Disapproval of 
Compliance Schedules 

On May 31. 1972 (37 FR 10842), pur¬ 
suant to Section 110 of the Clean Air 
Act and 40 CFR Part 51. the Adminis¬ 
trator approved portions of State plans 
for implementation of the national am¬ 
bient air quality standards. 

On November 23, 1976. the State of 
Missouri submitted to the Environmental 
Protection Agency compliance schedules 
to be considered as proposed revisions 
to the approved plans pursuant to 40 
CFR 51.6.* 40 CFR 51.8 requires the Ad¬ 
ministrator to approve or disapprove 
compliance schedules submitted by the 
States. Therefore, the Administrator 
proposes the approval of the compliance 
schedules listed below. 

The appro vable schedules were 
adopted by the State and submitted to 
the Environmental Protection Agency 
after notice and public hearings in ac¬ 
cordance with the procedural require¬ 
ments of 40 CFR 51.4 and 51.6 and the 
substantive requirements of 40 CFR 51.15 
pertaining to compliance schedules. The 
compliance schedules have been re¬ 
viewed and determined to be consistent 
with tho approved control strategies of 
Missouri. This determination is based 
on a finding that the compliance sched¬ 
ules will not interfere with attainment 
and maintenance of NAAQS. 

Each approved revision establishes a 
new date by which the individual source 
must comply with the applicable emission 


limitation In the federally approved 
State Implementation Plan. This date is 
Indicated in the table below under the 
heading “Final Compliance Date." In all 
cases, the schedules Include incremental 
steps toward compliance with the appli¬ 
cable emission limitations. While the 
tables below do not include these interim 
dates, the actual compliance schedules 
do. The “Effective Date” column in the 
table indicates the date the compliance 
schedules become effective for purposes 
of federal enforcement. 

In the indication of proposed approval 
of individual compliance schedules, the 
individual schedules are Included by ref¬ 
erence only. An evaluation report has 
been prepared for each Individual com¬ 
pliance schedule. These evaluation re¬ 
ports are available for public inspection 
at the Environmental Protection Agency 
Regional Office. 1735 Baltimore. Kansas 
City. Missouri. The compliance schedules 
proposed to be approved and the State 
Implementation Plans are available for 
public inspection at the Environmental 
Protection Agency Regional Office: the 
Environmental Protection Agency. Public 
Information Reference Unit. Room 2922, 
401 M Street 8W.. Washington. D.C. 
20460; and the Missouri Department of 
Natural Resources, State Office Building. 
Jefferson City, Missouri. 

Interested persons may participate In 
this rulemaking by submitting written 
comments in triplicate to the Region VII 
office at the above address. All comments 
submitted on or before April 21. 1977 will 
be considered. Ail comments received, as 
well as copies of the applicable imple¬ 
mentation plans, will be available for in¬ 
spection during normal business hours at 
the Regional Office. 

(Sec. 110(a) of the Clean Air Act, a& amend¬ 
ed 42 U.S.C. 1857C-5.) 

Dated: March 9, 1977. 

Charles V. Wright. 

Acting Regional Administrator . 

Region VII. 

It is proposed to amend Part 52 of 
Chapter I. Title 40 of the Code of Federal 
Regulations as follows: 

Subpart AA—Missouri 

1. In $ 52.1335, the table in subpara¬ 
graph (a> is amended by adding the 
following: 

§ 52*1333 Compliance arlirdulra. 


(R) • • • 


Mixjiouri 




Regulation 

Dale 

Effective 

Final 

Sourer 

Location 

involved * 

adopted 

date 

compliance 

dine 

• • 

tsfwlaiiwf RWtfW’ fVw/ rrot 

• 

Mobrrly« 

• 

• 

• 

• 

Thomas Hill Unit No. 2 - r —- 


“jocsit mhloboCTI 

Now. H im 

IraraMi- 

Jane LIW> 



10 C8R 10 a.iwu . 

atrty. 


Farmers Chemical Co., lor. 

Ammottulor-Granulaior Proem. 

_Joplin.... 

lOCBR KKLCWuI 


y.::ido..T.z 

Jan. IX im 


10 C8R 10-2X80. 





' KfferUvo July 1. Itfftl. I bo Slate of Missouri nrviand the tram taring *yMrm tor all nir pollution cant 
throughout tlvr suw. Tb« stale air regulations arc contained In title 10. ilivi'ion lOollhe ( ode at Mate Regulation* 
designated 10 C8K 10. Thl* di*ignation will hr wed In all future Fioeoju Kr/.mu documents. 

I TO Doc.77-8258 Piled 3-2l-77;8:45 am) 
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[40 CFR Part 260] 

(FRL 699-3) 

ENVIRONMENTAL RADIATION PROTEC 

TION CRITERIA AND STANDARDS FOR 

RADIOACTIVE WASTES 

Public Workshop 

Notice was given (41 FR 53363 Mon¬ 
day. Dec. 6, 1976) that the US. Envi¬ 
ronmental Protection Agency intends to 
develop environmental radiation protec¬ 
tion standards for high-level radioactive 
waste to assure protection of the public 
health and the general environment. 
This development will focus initially on 
two major outputs: general environmen¬ 
tal protection criteria for all radioactive 
waste and numerical standards for high- 
level radioactive waste. These criteria 
and standards will be developed under 
the broad authorities transferred to the 
Agency from the former Atomic Energy 
Commission and the former Federal Ra¬ 
diation Council by Reorganization Plan 
No. 3 of 1970. 

Announcement or Workshop on Envi¬ 
ronmental Protection Criteria 

In the course of developing the criteria. 
EPA plans to hold a second workshop 
entitled ‘'Policy and Technical Issues 
Pertinent to the Development of Envi- 
: immcntal Protection Criteria for Radio¬ 
active Wastes" on April 12-14, 1977, at 
the Albuquerque Inn/Convention Cen¬ 
ter, Albuquerque. New Mexico. This 
workshop is a sequel to the workshop 
held in Rcston. Virginia, on February 3-5. 
1977, in which public policy issues were 
discussed. Proceedings of the Heston 
Workshop will be available prior to the 
second workshop and will be used as 
oackground for interacting public and 
technical considerations basic to devel¬ 
oping criteria for all forms of radioactive 
waste. No fee will be charged for at¬ 
tendance although advance registration 
is requested. Most of the first day will 
consist of a plenary session during which 
invited participants will provide their 
opinions on key issues in each of the 
topical areas. These invited participants 
have been selected to provide a well- 
balanced approach to the working ses¬ 
sions. Additionally, if any individual or 
member of an organization wishes to 
present a formal statement, the Agency 
will accept a written statement of no 
more than 1.000 words submitted no Inter 
than April 4. 1977. Limited time has been 
allotted for oral presentation of these 
formal statements on the afternoon of 
April 12. 1977. Selection for oral presen¬ 
tation (limited to 10 minutes) will be on 
a first-come basis: however, all submitted 
statements will be included in the pub¬ 
lished proceedings of the workshop. The 
remaining day and a half of the work¬ 
shop will be devoted to smaller participa¬ 
tive working sessions, each addressing a 
specific topic. Each working group will 
be expected to prepare a summary report 
on it a topic, including minority or dis¬ 
senting opinions, for inclusion in the 
record. The topical areas are: 

Topic 1: Policy and Technical Con¬ 
siderations for High-Level Radioactive 
Waste: This session will focus on the 
public policy and technical aspects of 


risk and legacy associated with high- 
level and transuranlc (TRU) waste. An 
effort will be made to delineate techni¬ 
cal bases for the criteria development 
process. 

Topic 2: Policy and Technical Con¬ 
siderations for Intermediate and Low- 
Level Radioactive Waste: This session 
will put into perspective the public policy 
and technical aspects associated with 
intermediate and low-level waste. Cri¬ 
teria development will be discussed in 
the context of present practice and ex¬ 
perience w ith such sources as low- and 
intermediate-level commercial wastes, 
uranium mill tailings, and phosphate 
wastes. 

Topic 2: Pubtic Acceptance of the Risk 
Associated with Radioactive Waste: A 
major basis of the environmental protec¬ 
tion criteria to be developed by EPA Is 
public acceptance of the knowm and per¬ 
ceived risks associated with radioactive 
waste. Tills session will evaluate the so¬ 
cial, moral, political, and technical 
issues bearing on such acceptance as it 
relates to criteria development. 

Address 

Advanced registration will be handled 
for EPA by Ecological Analysts. Inc., at 
the address below: 

Registrar, EPA Workshop. Ecological An¬ 
alysts, Inc., 275 Broad Hollow Road. Mel- 

TlHc, New York 11746 

Statements, comments, information, 
or other requests should be addressed to: 
Manager. Waste Environmental Stand¬ 
ards < AW-460), Office of Radiation Pro¬ 
grams. US. Environmental Protection 
Agency. 401 M Street 8W.. Washington. 
D.C. 20460. 

Dated: March 10.1977. 

Edward F. Tuerk. 

Acting Assistant Administrator ' 
for Air and Waste Management. 

I FR Doc.77*7970 Filed 3-16 77:0:36 am] 


[ 40 CFR Part 700, 710 ] 

I FRL 699-41 

CHEMICAL SUBSTANCE INVENTORY 
REPORTING REQUIREMENTS 

a Public Meeting 

In order to provide interested persons 
an opportunity to comment publicly on 
the proposed regulations for compiling 
the chemical substance inventory re¬ 
quired by section 8<b> of the Toxic Sub¬ 
stances Control Act (TSCA) (Pub L. 94- 
469: 15 U.S.C. 2601. et seq.>. the Agency 
will hold a public meeting on April 18. 
1977 at the Jefferson Memorial Audi¬ 
torium. Department of Agriculture, 14th 
and Independence Avenue. S.W, Wash¬ 
ington, D.C., from 9 a m to 4:30 p.m. 

On March 9. 1977. the Agency pub¬ 
lished proposed regulations and reporting 
forms in the Federal Register (42 FR 
13130). The regulations would prescribe: 
<1) certain definitions applicable to 
rules pnder TSCA: (2) what chemical 
substances may be included on the inven¬ 
tory to be published in November 1977; 
(3) who should report and the proce¬ 
dures for reporting chemical substances 


for the ihvontory; (4) exemptions from 
such reporting reouiremenU and cer¬ 
tain prohibitions; and (5) procedures for 
handling claims of confidentiality. 

I-Y>r certain proposals, the Agency ex¬ 
plicitly solicited comments in the pre¬ 
amble to the proposed regulations and 
would especially welcome comment on 
those issues. 

FPA will record the proceedings and 
make a transcript available for public 
inspection by May 3. 1977 in the Office 
of Toxic Substances from 8:30 a.m. to 
4:00 p m. on normal business days. 

Subject to time limitations. EPA will 
give anyone who wants to make an oral 
presentation an opportunity to do so. 
Such persons should notify, in writing 
or by telephone, Mrs. Vickie Briggs. Office 
of Toxic 8ubstanccs <WH-557), Envi¬ 
ronmental Protection Agency. Room 715 
East Tower. 401 M Street. S.W.. Wash¬ 
ington DC. 20460. teieohonc number 
(202> 426-9819 by April 11, 1977. Written 
requests should Include the following 
document control number: OTS-081002. 

Dated: March 14. 1977. 

Kenneth L. Johnson, 

Acting Assistant Administrator 
for Toxic Substances . 

(PR Doc 77-7980 Filed 3~21-77;8:45 ami 


DEPARTMENT OF HEALTH, 
EDUCATION. AND WELFARE 
Public Health Service 
[42 CFR Parts 50-59a ] 

HEALTH MANPOWER PROGRAMS 
Intent to Issue Proposed Rules 

Notice Is hereby given that the Secre¬ 
tary of Health. Education, and Welfare 
intends to propose regulations to imple¬ 
ment the following sections of the Public 
Health Service Act : 

332 <bi. 42 UJ3.C. 254e(b)—Criteria for Desig¬ 
nation of Health Manpower Shortage Areas. 
701 (7) and (8), 42 US.C. 292a (7) and (Si- 
Program* for the Training of Physician 
Assistant* and Programs for the Training 
of Expanded Function Dental Auxiliaries. 
708. 42 U S C 292h—Health Professions Data 
711. 42 UjS.C. 292k—Payment for Tuition and 
Other Educational Expenses. 

720. 42 U8,C. 293—Grant* for Construction 
of Teaching Facilities. 

726, 42 USC. 2931—Loan Guarantees and 
Interest Subsidies to Assist In Construc¬ 
tion of Teaching Facilities. 

759 42 USC 294aa—Lister Hill Scholarship 
Program. 

782. 42 U.S C 2.95g-2—Education of Return¬ 
ing United Stales Students from Foreign 

Medical Schools. 

783, 42 U23-C. 205g 3—Program* for Physician 
Assutant* and Expanded Function Dental 
Auxiliaries. 

784 42 U S C. 295g-4—Training, Traineeship*, 
and Fellowship* in General Internal Medi¬ 
cine and General Pediatric*. 

788(f). 42 U 8.C. 295g-8(l)—Medical School 
Planning Coat*. 

788(g), 42 U SC. 295g-8(g) — New Medical 
School* Emphasizing Family Medicine. 
780«a), 43 U.S-C. 29Sf-6(a)—Training In 
Emergency Medicine. 

Except for section 789<a>. which was 
enacted by Pub. L 94-573. the "Emer¬ 
gency Medical Services Amendments of 
1976," these provisions were enacted by 
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Pub. L. 94-484. the “Health Professions 
Educational Assistance Act of 1976.’* 

Explanation of the Purpose of this 
Notice 

This notice presents a short descrip¬ 
tion of the statutory' provisions and the 
major Issues raised by these provisions 
and discusses proposed approaches to 
resolving the Issues and implementing 
the programs. The solutions discussed 
are Intended to be illustrative of ap¬ 
proaches which are to be taken. Their 
listing Is not intended to be exhaustive 
of all possible alternatives. 

All interested parties are invited to 
submit comments on the Issues and pro¬ 
posals discussed below as well as on any 
other issues raised by the statutory pro¬ 
visions. Commcnts-are Invited which sup¬ 
port or dispute Issues which have been 
raised or the options which have been 
provided. ALso invited arc comments 
which identify Issues or options which 
have not been included in this document. 

Commenters should address only those 
Issues which concern the implementa¬ 
tion of these statutory provisions through 
regulations. 

To enable the Department to meet the 
legislatively mandated dates for publica¬ 
tion of regulations, comments on the 
provisions related to programs for Phy¬ 
sician Assistants, Expanded Function 
Dental Auxiliaries and Criteria for Des¬ 
ignation of Health Manpower Shortage 
Areas should be submitted on or before 
April 21. 1977. Comments on the remain¬ 
ing portions of this Notice will be re¬ 
ceived on or before May 6. 1977. 

Because of the statutory publication 
deadlines, it Is anticipated that after 
consideration of public comments re¬ 
ceived in response to this Notice, that 
provisions for Physician Assistants. Ex¬ 
panded Function Dental Auxiliaries and 
Criteria for Designation of Health Man¬ 
power Shortage Areas will next be issued 
as Interim Final Regulations effective 
upon publication in the Federal Regk- 
ter. Public comments will be received for 
a period of 45 days after publication of 
the Interim Final Regulations. After 
consideration of the public comments re¬ 
ceived in response to the publication of 
the Interim Final Regulations, the regu¬ 
lations will be republished in the Federal 
Register within 90 days after the expira¬ 
tion of the 45 day comment period. 

All comments and suggestions should 
be submitted in writing to the Director. 
Bureau of Health Manpower, 9000 Rock¬ 
ville Pike, Room 5C-02, Building 31, 
Bethesda. Maryland 20014. Consideration 
will be given to all comments and sug¬ 
gestions received on or before April 21. 
1977.8uch comments and suggestions will 
be available for public inspection at the 
above address during regular business 
hours. Anv comments or suggestions re¬ 
ceived after the close of the comment 
period will be considered along with the 
comments received in response to the 
publication of proposed regulations. 

Additional Notices of Intent to Issue 
Proposed Rules relating to other sections 
of the Act will be published within the 
next several weeks. 

Summaries of the provisions listed 
above, the issues raised, and proposed 
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approaches to resolving them are as fol¬ 
lows: 

Assistance for Construction of Teach¬ 
ing Facilities; Summary of Provisions 

of Law 

REGIONAL PROGRAMS <FY 1077 ONLY! 

For FY 1977 only, construction grant 
authority Is amended to allow clinical 
facilities affiliated with a school of veter¬ 
inary medicine, optometrv. podiatry, or 
pharmacy to apply directly for a grant 
for construction of a facility having as 
Us purpose the establishment or expan¬ 
sion of a regional health professions pro¬ 
gram. Also, the authority is amended to 
require the Secretary to give special con¬ 
sideration to applications for facilities 
for the establishment or expansion of re¬ 
gional health professions programs. Such 
regional programs arc defined in the law 
as limited to schools of veterinary medi¬ 
cine. optometry, podiatry and pharmacy. 

construction grant amendments 

EFFECTIVE IN FY 1978 

Effective in FY 1978. existing construc¬ 
tion grant authority is extended through 
1980 and amended as follows : 

Ambulatory primary care teaching fa¬ 
cilities. New authority is added for grants 
to public and nonprofit private entities 
to assist in the construction of ambula¬ 
tory primary care teaching facilities for 
the training of physicians and dentists. 
No such grant may exceed 50 percent of 
cost of facility or $1 million, whichever 
Is less In award of grants under this 
authority, special consideration shall be 
given to entities receiving aid under spe¬ 
cial project authorities relating to area 
•health education centers, general in¬ 
ternal medicine and general pediatrics, 
and family medicine and the general 
practice of dentistry. 

Medical school projects in States with¬ 
out such schools Existing construction 
authority Is amended to require that 
special consideration be given, in the 
award of grants to medical or osteopathic 
schools under that authority, to projects 
for physician training facilities in States 
not now having such facilities. 

Matching maximum. Construction au¬ 
thority for health professions teaching 
facilities Is amended to provide a single 
max mum share of 80 percent of costs In 
place of existing different maximums for 
different maximums for different types 
of projects. 

Earmarking of appropriations. Of sums 
appropriated for construction grants. 50 
l>ercent shall be obligated for grants un¬ 
der existing construction grant authority 
and 50 percent shall be obligated for 
grants for ambulatory primary care 
teaching facilities. 

Construction guaranteed loans and in¬ 
terest subsidies. Authority for loan guar¬ 
antee and interest subsidies for construc¬ 
tion of health professions teaching facili¬ 
ties is extended through FY 1980. with 
amendments to allow the Federal Gov¬ 
ernment to pay lull amount of losses in 
case of defaults on loans ‘previously lim¬ 
ited to 90 percent of such losses >; and to 
add authority for guarantees of loans 
made by a Federal Financing Bank. 
These amendments apply with respect to 


loans guaranteed after September 30. 
1977. 

Noninterference provision repealed. 
Section 726 prohibiting Federal interfer¬ 
ence with the administration of institu¬ 
tions receiving grants under the health 
professions teaching facilities construc¬ 
tion program Is repealed. 

ISSUES 

«l> The legislation requires that spe¬ 
cial consideration be given to: 

<ai Applications from schools of medi¬ 
cine in States without such schools. 

»b> Applications for facilities for the 
establishment or expansion of regional 
health professions ‘veterinary medicine, 
optometry, podiatry, or pharmacy) pro¬ 
grams. 

<c) Entitles which have been awarded 
grants or received contracts under sec¬ 
tion 781, 784. or 786. of the PHS Act. In 
this context, how should “special consid¬ 
eration" be defined? 

Alternative solutions, (a) “Special 
consideration** may be defined as award¬ 
ing bonus points to the priority scores of 
approved applications which qualify for 
special consideration. 

<b» “Special consideration’* may be 
defined as funding all approved applica¬ 
tions qualifying for special considera¬ 
tion before funds are allocated for other 
approved applications. 

<2> Within the limited authorization 
levels for this program, little national 
impact could be realized if expensive in¬ 
patient facilities were supported with 
grant funds. Alternate financing mecha¬ 
nisms are available for hospitals, such 
as the Health Professions Loan Guaran¬ 
teed and Interest Subsidy Program, the 
Health Resources Development Program 
(Title XVI. PHS Act) an reimbursement 
of capital expenditures through third 
party payers. In view of the above, should 
the regulations provide that construction 
of inpatient bed space for the teaching 
program will be supported bv other 
available resources, and that grant funds 
will be allowed only in unusual circum¬ 
stances on a case by case basis with com¬ 
plete justification as determined by the 
Secretary? 

Alternative solutions . (a> Do not pro¬ 
vide funds for inpatient bed space. 

<b> Provide funding for inpatient bed 
space only when additional beds are re¬ 
quired to support programs in family 
medicine, general Internal medicine, and 
general pediatrics. 

*3> Many potential applicants for con¬ 
struction grants will be eligible to ap¬ 
ply for support under both section 720 
laMII and 720<aX2) Section 720‘a><l» 
has the most favorable matching provi¬ 
sion and does not have an upper limit 
on the grant amount. Therefore it is ex¬ 
pected that some applicants that are 
eligible under section 720(a) <2> will also 
wish to seek assistance under section 
720<a)<l> for the same project- Should 
the regulations provide that an eligible 
institution may apply for support under 
both section 720(a)(1) (general teach¬ 
ing facilities) and section 720(a)(2) 
(ambulatory, primary care teaching fa¬ 
cilities) but in no case would an appli¬ 
cant receive support under both sections 
for the same project? 


FEDCRAl RfGISTfft. VOt- 42. NO SS—TUCS0AY, MARCH 22. 1977 






PROPOSED RULES 


15435 


(4) Applicants for grant* for construc¬ 
tion of ambulatory, primary care teach¬ 
ing facilities must assure that sufficient 
funds will be available for operaiton of 
the training programs when the facilities 
are constructed. 8hould the regulations 
require that, in additoin to the assur¬ 
ance, a financial feasibility study be sub¬ 
mitted? 

Alternative solutions. <a > Require each 
applicant to submit a financial feasibility 
report. This report prepared by a recog¬ 
nized consultant for expertise in this 
area would demonstrate to the satisfac¬ 
tion of the Secretary that the applicant 
will have sufficient flnancial resources 
to operate and maintain the facilities for 
which it is requesting construction funds. 

(b) Do not place this burden on an 
applicant and require an assurance that 
.sufficient funds will be available and pro¬ 
vide sufficient data for the Secretary to 
make a feasibility determination. 

(5) In Instances where the legislation 
docs not require an increase in or main¬ 
tenance of student enrollement. should 
the regulations require the maintenance 
of student enrollment equal to the en¬ 
rollment at the time of the application? 

Alternative solutions, (a) Require each 
applicant under subsections 720(a)(1) 
<general teaching facilities) and 720(a) 
<2) (ambulatory, primary care facilities) 
to maintain its first-year student enroll¬ 
ment at the time of application for a 
specified number of years. 

(b) Provide for such a requirement 
under subsection 720(a)(1) only. (Sub¬ 
section 720(a) (2) provides for facilities 
to be used principally by third-year and 
fourth-year medical students.) 

(c) Provide for no enrollment mainte¬ 
nance requirement. 

(6) Effective in fiscal year 1978, the 
Government will guarantee payment 
when due of principal and interest on a 
loan in lieu of guaranteeing up to 90 
percent of the loss. How should the Gov¬ 
ernment's payment be made to lenders in 
the event of default? 

Proposed solution. When the lender 
demands payment from the Department, 
give the Secretary the authority to (1) 
purchase the loan through the payment 
to the lender of the full unpaid princi¬ 
pal plus any reasonable expense incurred 
by the lender in attempting to secure 
payment from the applicant; or (2) pay 
to the lender, on behalf of the applicant, 
the full amount of all overdue payments 
of principal, accrued interest, and rea¬ 
sonable late charges, and continue to 
make such payments when due until the 
applicant resumes the making of pay¬ 
ments or the Secretary elects to purchase 
th loan in accordance with option (1). 

<7) Should the Secretary establish 
award priorities among the various 
health professions schools. e.g.. should 
medical school applications have a higher 
priority than all others? 

Lister Hill Scholarship Program. 

Summary of Provisions of Law 

Effective in FY 1977. the Secretary is 
required annually to award medical 
school scholarships of up to $8,000 a year 
for up to four years to at least 10 medical 
students wrtio agree to enter family prac¬ 


tice of medicine In a health manpower 
shortage area. 

issue 

Inasmuch as few awards would be 
made each year, what kind of eligibility 
requirements should be established? 

Education of Returning U.8. Students 
From Foreign Medical Schools, Sum¬ 
mary or Provisions of Law 

Effective in FY 1977, new categorical 
authority is added for grants to schools 
of medicine and osteopathy to plan, de¬ 
velop, and operate programs to assist 
U.S. citizens enrolled in foreign medical 
schools before the date of enactment of 
this Act. in transferring to U.S. medical 
or osteopathic schools with advanced 
standing. Secretary to submit to Con¬ 
gress before September 30.1979. an anal¬ 
ysis and evaluation of information on 
deficiencies (if any) identified by schools 
In the foreign medical education of stu¬ 
dents trained by them under this pro¬ 
gram. 

ISSUE 

<1> Section 771(b)(3) requires that in 
order to be eligible for a capitation grant, 
a school of medicine shall assure that it 
will reserve positions in the school year 
beginning immediately before the fiscal 
year for which a grant is applied for, for 
an equitable number of U.8. citizens who 
havo successfully completed two years in 
a foreign medical school and have suc¬ 
cessfully completed Part I of the National 
Board of Medical Examiners' examina¬ 
tion. Should Education of Returning U.8. 
Citizens grant funds be used only for the 
educaton of students the grantee institu¬ 
tion accepts over and above the capita¬ 
tion requirement? 

Training, Traineeships, and Fellow¬ 
ships in General Internal Medicine 
and General Pediatrics; Summary of 
Provisions of Law 

Effective in FY 1977. new categorical 
authority Is established for grants and 
contracts to schools of medicine and os¬ 
teopathy to plan, develop, and operate 
approved medical residency programs In 
internal medicine or pediatrics that em¬ 
phasize training for practice in general 
internal medicine or general pediatrics; 
and to provide traineeships and fellow¬ 
ships to residents participating In these 
programs. 

ISSUES 

(1) How arc the terms ‘‘general inter¬ 
nal medicine'.' and “general pediatrics" 
to be defined? 

Proposed elements of a definition. 
“Practice of general Internal medicine or 
general pediatrics" Includes: 

(a) Serving as physician of first con¬ 
tact with the ambulatory patient and 
providing a means of entry into the 
liealth care system. 

(b) Evaluating the patient's total 
health care needs, providing personal 
medical care within one or more fields 
of medicine, and referring the patient, 
w hen indicated, to appropriate sources of 
care while preserving the continuity of 
care. 

(c> Assuming responsibility for the pa¬ 
tient's comprehensive and continuous 
health care and acting as leader or co¬ 


ordinator of the provision of health serv¬ 
ices. 

<d> Accepting responsibility for the 
patient's total health care within the 
context of his environment, including the 
community and family or comparable 
social unit. 

(e) Where applicable, the planned 
sharing of the above functions with 
other physicians. 

(2) How is the term “approved resi¬ 
dency training programs" to be defined? 

Proposed definition. An approved pro¬ 
gram is defined as one which is fully or 
provisionally accredited by the Liaison 
Committee on Graduate Medical Educa¬ 
tion. Also approval is defined as moon¬ 
ing recommendation by the American 
Osteopathic Association that the general 
internal medicine or general pediatrics 
program in osteopathy is endorsed. 

<3> What assurances are necessary to 
indicate that recipients of traineeships 
(stipends) under section 784 will prac¬ 
tice general internal medicine or general 
pediatrics? 

Medical School Planning Costs 
Summary or Provisions of Law 

For FY 1977 only, authority is pro¬ 
vided for grants to meet planning costs 
of medical schools providing the last two 
years of training In offsite clinical facili¬ 
ties located in a health manpower short¬ 
age area as opposed to the principal 
teaching facilities of the school. 

ISSUES 

(1) How Is the term ‘principal teach¬ 
ing facilities of the school” to be defined? 

Proposed definition . All facilities that 
are owned and/or operated by the 
school's parent institution and other 
clinical facilities in which the applicant 
has conducted training programs spon¬ 
sored by more than one department or in 
which more than one-half of the under¬ 
graduates receive training. 

New Medical Schools Emphasizing Fam¬ 
ily Medicine Summary or Provisions 

of Law 

For fiscal years 1977 and 1978 only, 
authority is provided for grants to insti¬ 
tutions of higher education and health 
care delivery facilities to assist In the 
early stages of development of new medi¬ 
cal schools emphasizing training in fam¬ 
ily medicine. 

issues 

(1) Should applicants for assistance 
under section 788(g) be required to as¬ 
sure that a minimum number of students 
will be enrolled in the first year of oper¬ 
ation? 

Proposed solution. In the development 
of the school, plans should be made to 
enroll at least 24 students in the first 
year of operation, given the goal of the 
program to attain eligibility for Start- 
Up Grants. 

(2) How is the statutory requirement 
that grant applications contain assur¬ 
ances that there is a “reasonable indica¬ 
tion" of non-Federal flnancial resources 
for the development and operation of a 
school to be met? 

Proposed solution. Require that at 
least 50 percent of eligible project costs 
be supported by non-Fcderal funds. 
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<3> What documentation shall be re¬ 
quired lor applicants to meet the eligi¬ 
bility requirement that they be engaged 
in the development of a new school of 
medicine? 

Proposed solution. Require the appli¬ 
cant to (1) have formal support of a 
sponsoring body. (3) have a dean or ex¬ 
ecutive officer appointed, and (3) provide 
reasonable assurance of adequate finan¬ 
cial support- to start a new medical 
school. 

(4) How is the term ''emphasizing 
training programs in family medicine” 
to be defined? 

Proposed definition. Applicants shall 
be determined to be "emphasizing train¬ 
ing programs in family medicine” if they 
plan to have an administrative unit de¬ 
voted to family medicine training and to 
require experiences in such unit as a pre¬ 
requisite for graduation for every stu¬ 
dent. 

(5) What shall be considered assur¬ 
ances satisfactory to the Secretary that 
the school of medicine will improve ac¬ 
cess to health care for residents of the 
area In which the school Is to be located? 

(6) What shall be considered a rea¬ 
sonable acceleration of the opening date 
for a new school? 

Physician Assistants Summary or 
Provisions or Law 

Within 180 days of enactment of this 
Act. the Secretary is required, after con¬ 
sultation with appropriate professional 
organizations, to prescribe regulations 
for programs to train physician assist¬ 
ants. Regulations must require as a 
minimum that programs (1) extend for 
at least one academic year and consist of 
supervised clinical practice and nt least 
four months of classroom instruction di¬ 
rected toward preparing students to de¬ 
liver health care; and <2> have a mini¬ 
mum enrollment of eight students. Effec¬ 
tive in FY 1978. new categorical author¬ 
ity Is provided for grants or contracts to 
schools of medicine and osteopathy and 
other public or nonprofit private entities 
to meet cost of projects to plan, develop, 
and operate or maintain existing pro¬ 
grams for the training of physician as¬ 
sistants. The school must have appro¬ 
priate mechanisms for placing graduates 
of training programs. The cost for train¬ 
ing faculty for PA programs is allowable. 
issues 

(1) Shall the term "program for the 
training of physician assistants” be de¬ 
fined to mean one which trains primary 
care assistants to the physician? 

Proposed definition. The term “pro¬ 
gram for the training of physician as¬ 
sistants" shall be defined exclusively as 
one which trains primary care assist¬ 
ants to the physician. This definition is 
in accordance with the aim of the Act 
to train more primary care providers. 

(2) On making awards, should spe¬ 
cial consideration be given to programs: 

(a) Whose graduates locate In large 
proportion in underserved geographic 
areas? 

(b) Whose graduates score high on 
the PA Certification Examination? 

(c) Which have a large proportion of 
students with substantial prior health 
care experience? 


(d) Whose graduates practice in phy¬ 
sicians' offices rather than in inpatient 
institutions? 

Expanded Function Dental Auxiliaries 
Summary or Provisions or Law 

Within 180 days of enactment of this 
Act. the Secretary is required, after con¬ 
sultation with appropriate professional 
organizations, to prescribe regulations 
for programs to train dental auxiliaries. 
Regulations must require as a minimum 
that programs (1) extend for at least one 
academic year and consist of superv ised 
clinical practice and at least four 
months of classroom Instruction, di¬ 
rected toward preparing students to as¬ 
sist in provision of dental care; and (Ui 
have a minimum enrollment of eight 
students. Effective in FY 1978, new cate¬ 
gorical authority is provided for grants 
or contracts to schools of dentistry and 
other public or nonprofit private entities 
to meet costs of projects to plan, develop, 
and operate or maintain existing pro¬ 
grams for the training of expanded 
function dental auxiliaries. The school 
must have appropriate mechanisms for 
placing graduates of training programs. 
Costs may include costs of training fa¬ 
culty for EFDA programs. 

ISSUE 

Should the Secretary specify the func¬ 
tions that are to be taught in an EFDA 
program? 

Alternative solutions. <a) Specify the 
functions that shall be taught In an 
EFDA program. 

tb> Require only those functions to be 
taught which are compatible with the 
practice law of the State in which the 
grantee institution is located. 

(c) Permit functions not compatible 
with appropriate State law to be taught 
if permitted in writing by the 8tate 
board of dentistry. 

<d> Permit functions not compatible 
with State law to be taught If the func¬ 
tions ore allowed in a specified number 
of other States. 

Health Manpower Shortage Area 
Criteria Summary or Provisions of Law 

Effective on the date of enactment of 
Pub. L. 94-484. the previous authority for 
designation of "critical health manpower 
shortage areas" (section 329 Oj) of the 
Public Health Service Act) is replaced 
by a new section 332 providing for de¬ 
signation of “health manpower shortage 
areas.” Such an area is defined as: 

(a) a rational area for the delivery of 
health services, in an urban or rural 
area, determined by the Secretary to 
have a health manpower shortage; 

<b) a population group determined by 
the Secretary to have such a shortage; 
or 

(c) a public or nonprofit private 
medical facility or other public facility 
determined by the Secretary to have 
such a shortage. 

Criteria for designation of such areas 
arc required to be established, by regula¬ 
tion. no later than May 1, 1977. Certain 
factors arc llsited that must be taken 
into consideration in establishing such 
Health Systems Agencies (HSA'S), State 
Health Planning and Development 


Agencies (SHPDA's), and Governors are 
required to be considered. A list of de¬ 
signated areas is required to be developed 
by November 1.1977. with review of these 
designations at least annually there¬ 
after. 

The health manpower shortage areas 
designated under this section arc to be 
the areas eligible to receive health serv¬ 
ices provided by National Health 8ervice 
Corp (NHSC) personnel (section 333- 
(a)). They are also to be the areas in 
which recipients of National Health 
Service Corps Scholarship support must 
serve periods of obligated service (sec¬ 
tion 751(f)). Effective October 1. 1977. 
section 741(f) is revised so that these 
areas will also be the areas where health 
professionals must serve to receive loan 
repayment benefits under section 741(f). 
In addition, service in these areas may 
qualify a health professional for repay¬ 
ment of loons insured under the new 
Federal Program of Insured Loans to 
Graduate Students In Health Professions 
Schools <section 735(c)). 

ISSUES 

(1) The categories of health man¬ 
power currently used by the National 
Health 8crvlce Corps are predominantly 
physicians (primary care physicians and 
psychiatrists). dentists, nurse practi¬ 
tioners, physician assistants, and nurses. 
The manpower categories supported with 
NHSC Scholarships will include physi¬ 
cians. dentists, and nurses. Manpower 
categories eligible for Loan Repayment 
under section 741(f) include physicians, 
dentists, optometrists, podiatrists, phar¬ 
macists. and veterinarians. How can the 
criteria for health manpower shortage 
areas take into account shortages of 
these different categories of health man¬ 
power? 

Proposed solution . Have separate sets 
of criteria for each of the following; 

(a) Primary medical care manpower 
Including primary care physicians (phy¬ 
sicians in general or family practice, 
pediatrics, internal medicine, or obstet¬ 
rics and gynecology). nurse practitioners, 
and physician's assistants; 

<b» Psychiatric manpower shortage 
areas, l.e., areas with shortages of psy¬ 
chiatrists and other practitioners pro¬ 
viding mental health and related services 
(including alcohol and drug abuse); 

(c) Dental manpower shortage areas, 
l.e.. areas with shortages of dentists and 
dental auxiliaries; 

(d) Vision care manpower shortage 
areas, i.e., areas with shortages of optom¬ 
etrists or other practitioners providing 
vision care services; 

(e) Foot care manpower shortage 
areas, l.e., areas with shortages of 
podiatrists or other practitioners pro¬ 
viding foot care services; 

(f) Pharmaceutic manpower shortage 
areas. i.e„ areas with shortages of phar¬ 
macists; 

(g) Veterinary manpower shortage 
areas. i.e.. areas with shortages of vet¬ 
erinarians; and 

(h) Nursing manpower shortage areas. 
Le.. areas with shortages of nurses. These 
nursing criteria would be identical to 
those defined under section 836(h) for 
Nursing Loan Repayment. 
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<2) Haw best can the factors men¬ 
tioned in section 332(b) (1) and <2) 
i man power-to-population ratios, indica¬ 
tors of need, including access, infant 
mortality, and health status) be taken 
into consideration in identifying short¬ 
ies of each of these manpower types? 

Proposed solution. For each type of 
care, computer for each area a modified 
ix>pulation-to-practiUoner ratio. Adjust 
the population to reflect the varying care 
needs and utilisation of different popula¬ 
tion components; adjust the number of 
practitioners where appropriate to re¬ 
flect differential productivity based on 
such factors as age and type of practice, 
and. w r here possible, take into account the 
effect of auxiliaries. Compare this modi¬ 
fied population-to-practltioner ratio thus 
obtained with a “shortage'* level de¬ 
veloped either (a) by examining the dis¬ 
tribution of population-to-practitioner 
ratios by county for the whole U 8. and 
choosing a level which selects the “worst" 
end of the distribution; or <b> by identi¬ 
fying adequately-served counties and 
choosing the shortage level by compari¬ 
son with the level prevailing in the ade¬ 
quately-served areas. 

Designate those counties or other serv¬ 
ice areas where the modified population- 
to-practitioner ratio is greater than the 
shortage level. 

In the case of primary medical care, 
reduce the "shortage" level of the ratio 
for those areas with high fertility rates 
and/or high infant mortality rates and/ 
or other high-need Indicators. In consid¬ 
ering contiguous area resources, allow 
these resources to be discounted if there 
are significant barriers to their being ac¬ 
cessed by the population in need in the 
candidate area. 

Similarly, for otlier types of care, take 
Into account need factors analogous to 
those considered in the medical case. 

For veterinary care, use a combina¬ 
tion of the ratio of food animal popula¬ 
tion to veterinarians treating food 
animals (with various weights for dif¬ 
ferent types of animals) and the ratio of 
human population to veterinarians 
treating companion animals. 

(3) In what manner should the per¬ 
centage of hospital-employed graduates 
of foreign medical schools (FMG’s) be 
taken into account? 

Alternative solutions . fa) In counting 
Physicians available to an area, popula¬ 
tion, or facility, exclude all PMO s who 
are not fully licensed, and those fully li¬ 
censed FMG'fl who are on temporary 
visas. (Thus, only fully licensed U.8. citi¬ 
zens and foreign nationals on permanent 
visas would be counted); 

<b) Count PMG’s as In (a), but con¬ 
sider the excluded PMG's as an avail¬ 
able resource to be taken into account 
in evaluating cases where ratio criteria 
indicate that the area is on the border¬ 
line between shortage and non-shortage; 
and 

(C) Count all FMG’s as being equal to 
UJ3. trained physicians in computing 
ratios, but consider the presence of a 
high percentage of unlicensed FMG's 
or licensed FMG’s on temporary visas 
as a factor which could Indicate a 
probable future shortage. 


(4) How should population groups 
with a health manpower shortage be 
identified? (Section 332(a)(1)(B)) 

Alternative solutions, (a) Identify 
Indians as a population group for whom 
the Federal Government has a special 
responsibility and which has special 
health care problems. On this basis give 
a blanket shortage designation to all 
reservations and to all facilities serving 
predominately Indian populations. 

(b) Identify migrant workers as a 
population group for whom the Federal 
Government has a special responsibility 
and which has special access problems. 
On this basis allow delgnation of any 
migrant health center which demon¬ 
strates a staffing shortage and give in¬ 
creased priority to any ambulatory care 
facility which demonstrates a staffing 
shortage and which serves a significant 
number of migrant workers. 

<c) For these and other identifiable 
population groups with special problems, 
such as language, cultural, or other bar¬ 
riers. there are at least two other 
options: 

(1) Designate the portion of the popu¬ 
lation which has a problem, within a 
particular city or other area, as a popu¬ 
lation group with a health manpower 
shortage. Tills would presumably enable 
the NHSC to accept applications for 
practitioners to serve such a specific 
population. 

(2) Based on the fact that such a 
population is present in a particular 
area, decrease the populatlon-to-practl- 
tloner ratio required for designation of 
the area and/or increase the priority for 
placement of a professional in the area 
if it Is designatabic by the area criteria. 

(5) How should public or nonprofit 
private medical facilities (or other pub¬ 
lic facilities) with a health manpower 
shortage be identified? 

Alternative solutions . (a) Designate 
only those medical facilities identified 
as providing medical services to desig¬ 
nated shortage areas or shortage popu¬ 
lations and identified as having a staff¬ 
ing shortage based on staffing ratios, 
(eg., inpatient days-to-staff and/or 
outpatient visits-to-staff ratios). 

<b) Proceed as in alternative (a), but 
determine staffing shortages by comput¬ 
ing staffing ratios not only for the facil¬ 
ity itself but Jointly for all similar types 
of facilities serving a given area. 

<6) Section 333(c)(1) requires that 
priority be given to applications for 
NHSC personnel from areas, population 
groups, or faculties “with the greatest 
health manpower shortage, as deter¬ 
mined under criteria Implemented; i.e., 
how should the areas, groups, or facilities 
with the greatest shortage be identified, 
and how should decisions be made about 
relative priorities among different types 
of shortage “areas." e.g., urban areas, 
rural areas. Indian populations, commu¬ 
nity health centers, community mental 
health centers. FederoJ prisons, etc.? 

Alternative solution . A variety of fac¬ 
tors and measures exist which could be 
used for assigning priorities among de¬ 
signated areas. Among the alternatives, 
which could be used singly or In some 
combination, are: 


(a) Modified population-to-practi¬ 
tioner ratio; 

<b) Sensitivity of ratio to increase in 
health manpower; 

(O Size of population In shortage 
area: 

<d) Number of health manpower nec¬ 
essary to remove area from shortage 
list; 

(e) Length of time area has had short¬ 
age; and 

<f) Distance to alternative care 
sources. 

One or more of these measures could 
be used to rank all areas from most 
severe shortage to least severe shortage, 
and then cut-off points could be chosen 
to establish two or three groups <eg . 
"critically short*' "severely short." and 
“short"). 

(7) What procedures should be insti¬ 
tuted for individuals or groups to follow 
in making recommendations to the Sec¬ 
retary regarding possible designations 
under section 332(g) ? 

Alternative solutions, (a) Individuals 
may submit designation requests directly 
to the Bureau of Health Manpower. Such 
requests would then be referred by BHM 
to the appropriate health systems agency 
(and/or 8tate health planning and de¬ 
velopment agency) to verify the data 
and to make recommendations for final 
consideration by BHM. 

<b) Individual requests could be sub¬ 
mitted through the appropriate HSA 
(and/or SHPDA). with their verification 
of the data and their recommendations. 

Payment for Tuition and Other Educa¬ 
tional Costs Summary op Provisions 

of Law 

The Secretary shall by regulation es¬ 
tablish criteria for determining allow¬ 
able Increases in tuition and other edu¬ 
cational costs for which he shall be re¬ 
sponsible under any provision of Title 
vm after the date of enactment of this 
Act. 

ISSUES 

(1) What costs should be included in 
and excluded from the definition of the 
term "tuition and other educational 
costs?" 

<2) What should the criteria be for 
determining allowable increases? 

Health Professions Data Summary or 
Provisions of Law 

The Secretary shall establish a pro¬ 
gram to collect, compile, and analyze 
health professions data which shall 
initially include data on physicians and 
dentists but may be expanded as needed, 
at discretion of the Secretary, to cover 
other health personnel. Grants or con¬ 
tracts to States (or appropriate non¬ 
profit private entity in a State) au¬ 
thorized for establishing a uniform 
health professions data reporting system. 
The Secretary may give technical assist¬ 
ance to State and local governments in 
the development of systems (Including 
model laws) concerning confidentiality 
and comparability of data collected. Re¬ 
strictions imposed on release of individ¬ 
ually identifiable personal data. Report 
to President and Congress required Sep¬ 
tember l of each year. No appropriation 
authorizations. 
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Issue 

What types of data in addition to data 
respecting the training, licensure status, 
place of practice, professional specialty, 
practice characteristics, place and date 
of birth, sex, and socio-economic back¬ 
ground of health professions personnel 
should be collected and about which 
types of other health personnel in addi¬ 
tion to dentists and physicians? 

Training in Emergency Medicine 
Summary of Provisions of Law 

The Secretary is authorized to award 
grants and contracts to schools of medi¬ 
cine. dentistry, osteopathy, and nursing, 
hospitals, allied health professions train¬ 
ing centers, and other educational enti¬ 
tles for training programs in the tech¬ 
niques and methods of providing emer¬ 
gency medical services. 

Issue 

No major issues have been identified. 

Schedule for Comments 

To meet legislatively mandated publi¬ 
cation dates for Anal regulations, com¬ 
ments are due on or before April 21, 1977 
for the following three programs: 

(1) Physician Assistants. 

<2> Expanded Function Dental Auxil¬ 
iaries. 

(3) Health Manpower Shortage Area 
Criteria. 

For the remaining programs listed be¬ 
low, comments are due within 45 days 
following publication of this Notice. 

(1) Assistance for Construction of 
Teaching Facilities. 

(2) Lister Hill Scholarship Program. 

(3) Education of Returning U.S. Stu¬ 
dents from Foreign Medical Schools. 

(4) General Internal Medicine and 
Pediatrics. 

(5) Medical School Planning Costs. 

(6> New Medical Schools Emphasiz¬ 
ing Family Medicine. 

(7) Payment for Tuition and Other 
Educational Costs. 

(8) Health Professions Data. 

(9) Training in Emergency Medicine. 

Dated: March 11. 1977. 

Joseph A. Califano. Jr„ 

Secretary. 

|FR Doc.77 -8340 Piled 3 21-77,8:45 ami 

[42 CFR Part 72] 

[Docket No. 76N-O6041 

LAND AND AIR CONVEYANCES. AND 

VESSELS: FOOD 

Withdrawal of Proposal and Termination of 
Rule Making Proceedings 

Elsewhere in this issue of the Federal 
Register, the Commissioner of Food and 
Drugs is withdrawing the proposed food 
service sanitation regulation published 
In the Federal Register of October 1. 


1974 (39 FR 35438). In that some issue 
of the Federal Register (39 FR 35438), 
the Commissioner proposed that Subpart 
H of Part 72 (42 CFR Part 72. Subpart 
H) be superseded by Part 940 of Sub¬ 
chapter I—Federal/State Cooperative 
Programs. 

Since the publication of the original 
proposal, the text of the affected 
S3 72.161 through 72.174 were transferred 
to 21 CFR Part 1250 as part of a recodlfi- 
catlon published in the Federal Register 
of February 6. 1975 (40 FR 5624). Ter¬ 
mination of the food service sanitation 
rule making proceedings has resulted in 
the termination of the proposed action 
to supersede Subpart H of Part 72. and 
these regulations remain in force as 
recodified under Part 1250. 

Dated: February 28. 1977. 

William F. Randolph, 

Acting Associate Commissioner 
for Compliance. 

|FR Doc.77-8410 Filed 3-21-77:8:45 am| 


DEPARTMENT OF THE INTERIOR 
Bureau of Land Management 
[43 CFR Part 2400] 

ALASKA 

Proposed Amendment of Principles and 

Procedures for Land Classifications in 

Alaska; Extension of Time for Comments 

In a proposed rulemaking notice pub¬ 
lished in the Federal Register on Janu¬ 
ary 19. 1977 <42 FR 3657). the Depart¬ 
ment of the Interior published proposed 
regulations providing rules to add the 
authority for classification and reclassi¬ 
fication of lands in Alaska contained In 
section 17(d)(1) of the Alaska Native 
Claims Settlement Act (43 UJS.C. 1616 
(d)(1)). and to place all classification 
criteria and procedures relating to lands 
in Alaska under the proposed subpart 
(2480). 

In that notice, comments were re¬ 
quested by February 22. 1977. It has 
t>ecn decided to extend the comment 
period an additional 90 days. Comments 
received on or before May 23. 1977, will 
be considered before final action is taken 
on the proposed regulations. Interested 
parties may submit written comments, 
suggestions, or objections with respect 
to the proposed rules to the Director 
(210), Bureau of Land Management. 
Department of the Interior, Washington. 
DC. 

Copies of comments, suggestions, or 
objections made pursuant to this notice 
will be available for public inspection at 
the foregoing address during regular 
working hours (7:45 am. to 4:15 p.m.) 

Chris Faiirand, 

Acting Assistant Secretary 

of the Interior. 

March 15.1977. 

[FR Doc.77-8421 Filed 3-21-77:8 45 ami 


FEDERAL COMMUNICATIONS 
COMMISSION 

[47 CFR Parts 1,97] 

| Docket No. 31135; FCC 77-156) 

SIMPLIFICATION OF THE LICENSING AND 

CALL SIGN ASSIGNMENT SYSTEMS FOR 

STATIONS IN THE AMATEUR RADIO 

SERVICE 

Notice of Proposed Rulemaking 

Adopted: March 2, 1977. 

Released: March 11, 1977. 

In the matter of the simplification of 
the licensing and call sign assignment 
systems for stations In the Amateur 
Radio Service.' 

1. In accordance with the Administra¬ 
tive Procedure Act. 5 U.S.C. 553. and 
I 1.4 12 of the Commission’s Rules, 47 
CFR 1.412, the Commission hereby gives 
Notice of Proposed Rule Making in the 
above-captioned matter. 

2. During the past two years there has 
been an unprecedented explosion in In¬ 
terest in personal radio communications 
in the United States. The popularity or 
the CB Radio Service has mushroomed 
to the point that there are now 8.5 mil¬ 
lion CB licensees, representing an esti¬ 
mated 20 million users of the CB Service. 
As recently as February 1975 there were 
only 1.1 million CB licensees. The Ama¬ 
teur Radio Service has also grown sub¬ 
stantially. Although the population of 
the Amateur Service had remained 
fundamentally static for several years, 
the number of licensees has begun to 
rise, and the number of newcomers to 
the Service, those obtaining Novice Class 
operator licenses, has shown particular 
growth. In December 1976, for example, 
there were 36.000 Novice Class licenses 
outstanding, while in December 1974. 
21.000 operators held Novice Class li¬ 
censes. The overall population of the 
Amateur Service is now approximately 
293,000. Two years ago it was 255.000. 

3. This surge in Interest in personal 
radio communications has placed a 
heavy burden on those members of the 
Commission’s staff engaged in the proc¬ 
essing and issuance of licenses for per¬ 
sonal radio communications. Although 
the workload imposed upon the Commis¬ 
sion’s staff at our Gettysburg, Pennsyl¬ 
vania license processing facility has in¬ 
creased approximately 1000 per cent over 
the past two years, the number of per¬ 
manent staff employees at Gettysburg 
has increased by only 50%. This lias led. 
in turn, to an increase in the length of 
time necessary to process and issue Ama¬ 
teur Radio Service and CB Radio Serv¬ 
ice licenses. Although temporary permit 
procedures in the Amateur and CB 
Services allow, in some instances, opera¬ 
tion pending issuance of a license, we 
are very much aware that many ama- 


• Chairman Wiley concurring in the reeulL 
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tcur radio licensees are dissatisfied with 
the speed with which their regular li¬ 
censes are processed and issued, and we 
are investigating methods by which, as¬ 
suming no new resources to be forth¬ 
coming. service to our amateur licensees 
might be further improved. 

4. The Rules governing the Amateur 
Radio Service contain licensing and call 
sign assignment systems of some com¬ 
plexity. At the time these rules were 
adopted, the size and workload of our 
Gettysburg staff were such that routine 
and special amateur application process¬ 
ing could be accomplished without undue 
delay. As we indicated In the preceding 
paragraph, however, our resources have 
not kept pace with the increased demand 
for personal radio communications. 
Given these limited resources, we have 
been forced to assign priorities to our 
current licensing activities. We believe 
our most important task in the Amateur 
Radio Service to be the processing and 
issuance of amateur operator and pri¬ 
mary station licenses. We have reached 
the point at which our lack of resources 
> imply precludes all but the most basic 
licensing functions. Our regulatory ob¬ 
ligations have outstripped our current 
capabilities. 8ee paragraph 8. infra. 

5. During most of the boom in personal 
radio communications, the Commission 
has been engaged in a program to de¬ 
regulate the Amateur Radio Service. The 
proposals and amendments adopted dur¬ 
ing this period have been intended 
largely to simplify the licensing and op¬ 
eration of stations in the Amateur Serv¬ 
ice, and to that extent they complement 
our desire to improve our procedures in 
processing and issuing amateur licenses. 
They have also been Intended, at least In 
part, to reduce the Commission's work¬ 
load* whenever such a reduction is con¬ 
sistent with the Commission's regulatory 
obligations. For example, in a Notice of 
Inquiry and Notice of Proposed Rule 
Making in Docket 21033. released Janu¬ 
ary 6, 1977 (42 FR 2089), we proposed. 
inter alia , to eliminate from Part 97 of 
the Rules repeater stations, auxiliary link 
stations, and control stations. Under the 
terms of our proposal In Docket 21033. 
the functions of such stations could be 
conducted by other amateur radio sta¬ 
tions without prior Commission authori¬ 
zation. If adopted, our proposals in that 
proceeding would afford amateur 
licensees much greater flexibility in their 
operations and would also result In a 
considerable reduction in the workload 
of the Commission's amateur radio proc¬ 
essing staff. Such a workload reduction 
would, in turn, enable us to redistribute 
our resources and provide our amateur 
licensees with better service in other, 
more vital, areas. 

6. We believe the concepts underlying 
the proposals in Docket 21033 are sound 
and may logically be extended to several 
other aspects of station licensing and 
operation in the Amateur Radio Service. 
We are by this Notice proposing revisions 
of Part 97 of the Rules which. If adopted, 
would result in a significant simplifica¬ 
tion of the licensing structure of the 
Amateur Service and of Part 97 itself. 


7. Under the existing amateur radio 
licensing system, a licensee must obtain 
both an operator license and a station 
license. A licensee holds only one operator 
license and is required by Section 97.40 
of the Rules to have, at a minimum, a 
primary station license, as well. There 
arc several other station licenses avail¬ 
able. however, including military rec¬ 
reation. club, special event. Radio Ama¬ 
teur Civil Emergency Service (RACE8), 
and secondary station licenses, and many 
amateur operators have obtained one or 
more (occasionally, many more) such 
licenses. Additionally, many amateur 
radio operators are eligible for specific 
station call signs or call signs based on 
particular "preferred" formats. 

8. We do not believe that the continu¬ 
ation of the issuance of the various sta¬ 
tion licenses, other than primary station 
licenses, listed above or the existence of 
the current call sign assignment system 
to be essential to the Amateur Service. 
The entire system lias become extraordi¬ 
narily burdensome and difficult to ad¬ 
minister properly: a disproportionate 
percentage of our resources must, be¬ 
cause of existing rules, be devoted to the 
processing of special call sign requests 
and non-primary station license applica¬ 
tions. Processing of primary station 
license applications and operator license 
applications suffers as a result. For 
example, as of January 31, 1977 ap¬ 
proximately 308.000 stations were 
licensed in the Amateur Radio Service. 
Of these, about 95% were primary sta¬ 
tions. The other 5% were secondary sta¬ 
tions. club stations. Military recreation 
stations, and RACES stations. Yet proc¬ 
essing applications for these non-pri¬ 
mary stations required resources nearly 
equal to the resources needed to process 
primary station license applications. 
Si mi la r ly. Amateur Extra Class licensees 
comprise only 6% of the amateur popu¬ 
lation. but processing specific call sign 
requests from such licensees requires as 
much (if not more) time as Issuing call 
signs to the remaining 94%. Clearly, our 
resources are not allocated in the mast 
effective manner. 

9. In this proceeding w e are proposing 
to simplify the basic licensing structure 
of the Amateur Service by discontinuing 
the issuance of all amateur station li¬ 
censes, other than primary station li¬ 
censes and space station licenses. (Space 
stations are under consideration in 
Docket 19852, Notice of Inquiry adopted 
October 25. 1973, and we are not pro¬ 
posing their deletion.) All amateur radio 
operators would be limited to one station 
license. Specifically, wo propose to delete 
from Part 97 of the Rules military rec¬ 
reation stations, club stations. RACES 
stations (but not RACES itself), and all 
additional stations, including secondary 
stations and special event stations. (As 
we Indicated above, we have already pro¬ 
posed in Docket 21033 to eliminate re¬ 
peater, auxiliary link, and control sta¬ 
tions.) Licensees holding the types of 
station licenses listed above would be 
permitted to retain them until expiration 
of the licenses but would not be permitted 
to renew them. 


10. We recognize that the proposals 
contained in the preceding paragraph 
would, if adopted, have an impact on cer¬ 
tain groups and individuals. We believe, 
however, that any such impact would be 
relatively' minor and that the Commis¬ 
sion and its licensees would realize sig¬ 
nificant benefits in the long run from the 
deletion of the station types in question, 
including the more efficient issuance of 
operator and primary station licenses. 
With respect to the specific station types 
we arc proposing to eliminate and the 
probable effects of their elimination, we 
would make the following observations: 

a. Repeater stations , auxiliary link 
stations , and control stations . Our pro¬ 
posals concerning these stations arc fully 
explained in our Notice of Inquiry and 
Notice of Proposed Rule Making in 
Docket 21033. FCC 78-1198. 42 FR 2089 
(1977 >. Basically, the functions now con¬ 
ducted by such stations would be per¬ 
mitted all remaining amateur stations 
without separate Commission authoriza¬ 
tion. No one would appear to be adversely 
affected by adoption of this proposal. 

b. Military recreation stations. At the 
end of 1976 there were only 425 licensed 
military recreation stations, which are 
amateur stations licensed to the person- 
in-charge. often a non-amateur, of a 
land location at which an amateur sta¬ 
tion has been provided for the use of 
operators under the auspices of the 
United States armed forces. We are 
aware of no need for continuing the sep¬ 
arate licensing of such stations. Those 
amateur operators wishing to operate 
such stations may do so by operating 
portable under their own individual sta¬ 
tion authorizations. (We note that one 
possible disadvantage to portable opera¬ 
tion. the requirement that transmissions 
form stations in portable operation be 
distinctively identified, was eliminated 
by the Commission's Report and Order 
in Docket 20686, 61 F.C.C. 2d 337 (1976). 

c. Ctub stations. There are presently 
4,500 licensed club stations. Although the 
elimination of separate club station li¬ 
censes would have an Impact on certain 
amateur operating programs and tradi¬ 
tions. we believe separate licensing of 
such stations, which may be held by a 
club comprised of as few as two persons, 
to be non-essential. Operations now con¬ 
ducted by club stations may be conducted 
either by club members operating their 
stations portable or by club members act* 
ing as control operators of another dub 
member's station. We are, however, par¬ 
ticularly interested in receiving com¬ 
ments concerning the continued useful¬ 
ness to the amateur community of 
separately licensing club stations. 

d. Secondary stations. A secondary 
station is a separate station licensed to 
an Individual amateur operator for a lo¬ 
cation other than the primary station 
location. Typically, such stations have 
been licensed for vacation homes or of¬ 
fices. We believe there to be no need to 
continue to Issue authorizations for sec¬ 
ondary stations, because, as we noted in 
paragraph 10(b), supra, amateurs may. 
under the rule amendments adopted In 
Docket 20686. operate their primary sta- 
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tions at portable and mobile locations 
without the previous inconvenience of 
distinctively identifying their transmis¬ 
sions or providing the Commission with 
advance notification of extended port¬ 
able or mobile operation. Further, since 
the suspension of all licensing fees by the 
Commission, effective January 1. 1977, 
we have been receiving multiple—and in 
many instances, frivolous—applications 
for secondary station licenses from indi¬ 
vidual amateurs. The applications for 
secondary station licenses we have re¬ 
ceived since January 1, 1977 are already 
beginning to burden our processing staff, 
and we anticipate a flood of new sec¬ 
ondary station license applications as 
soon as this Notice of Proposed Rule 
Making is released to the public. For this 
reason, and to enable the continued effi¬ 
cient processing of other amateur radio 
license applications, we are hereby de¬ 
claring. effective with the release of the 
News Release announcing adoption of 
this document, a ‘’closed season’’ on the 
filing of applications for new secondary 
stations or special event stations (see be¬ 
low). All applications for new secondary 
stations or special event stations received 
on or after the effective date of the closed 
season will be returned. Applications for 
renewal or modification of existing sec¬ 
ondary station licenses will continue to 
be accepted, however. The closed season 
on filing applications for special event 
and new secondary station licenses will 
continue until Commission policy in this 
area is determined. 

e. Special event stations. Special event 
stations are licensed for temporary use in 
connection with the celebration of an 
event of either general interest to the 
public or of particular interest to ama¬ 
teur radio operators, and arc intended to 
bring favorable public attention to the 
Amateur Radio Service. In 1976 approxi¬ 
mately 100 special event stations were 
licensed. Special event stations are as¬ 
signed distinctive, unusual call signs, and 
it frequently appears that such stations 
are used not so much to celebrate spe¬ 
cial events as to enable amateur opera¬ 
tion with “exotic” call signs. We solicit 
comments concerning the continued use¬ 
fulness, if any. of special event stations 
and wish to be provided with specific, 
concrete examples of special event sta¬ 
tions that have brought favorable public 
attention to the Amateur Radio Service. 
For reasons outlined above, we are in¬ 
cluding special event stations in the 
closed season on the submission of sta¬ 
tion license applications. 

f. RACES stations. Radio Amateur 
Civil Emergency Service stations are sta¬ 
tions licensed to civil defense organiza¬ 
tions to provide the facilities for ama¬ 
teur radio operators to conduct com¬ 
munications in RACES. Such stations 
are assigned distinctive call signs pre¬ 
fixed by the letters “WC". Such stations 
must in all Instances be operated by li¬ 
censed amateur radio operators, and for 
this reason we believe such operation 
con be conducted by amateur operators 
under their individual station licenses. 
Functions now conducted by RACES sta¬ 
tions and amateur stations participating 


in RACES would be combined in a form 
of amateur operation known as “RACES 
operation”. Under this proposal, there 
would be no change in the basis and pur¬ 
pose of RACE8 itself, and we believe 
RACES operations would not be seri¬ 
ously affected if our proposal is ulti¬ 
mately adopted. We do wish to receive 
commente addressing the utility of sep¬ 
arately licensed RACES stations, how¬ 
ever. 

Deletion of the types of amateur sta¬ 
tions listed above would have the added 
advantage of enabling us to delete the 
FCC Form 610-B, Application for Ama¬ 
teur Club. Military Recreation, or Radio 
Amateur Civil Emergency Service Sta¬ 
tion license. 

11. We are also proposing in this 
proceeding to simplify drastically the 
system of amateur radio call sign assign¬ 
ment. Under Section 2.302 of the Rules, 
the Amateur Radio Service is allocated 
certain blocks of call signs. Sections 97.51 
and 97.53 of the Rules contain rather 
complex regulations and policies gov¬ 
erning amateur radio call sign assign¬ 
ment. Certain licensees are eligible for 
“1x2” call signs (call signs consisting 
of one letter, one digit, and two letters), 
others arc eligible for certain non¬ 
specific “preferred” call signs, while 
still others must take the call signs as¬ 
signed them by the Commission. We be¬ 
lieve there to be no compelling need to 
continue the complex system of call sign 
assignment that now exists, a system 
which, as we indicated heretofore, oc¬ 
cupies an inordinate amount of our 
staff’s time, and we are proposing, ac¬ 
cordingly. to amend Section 97.51 of the 
Rules to state simply that amateur ra¬ 
dio call signs w T ill be assigned on a sys¬ 
tematic basis. Section 97.53 of the Rules 
would be deleted entirely. Licensees 
holding Amateur Extra Class operator 
licenses would be afforded the opportu¬ 
nity to obtain 1x2 and 2x2 call signs, but 
such call signs would be assigned sys¬ 
tematically by the Commission (Ama¬ 
teur Extra Class licensees would not be 
permitted, as they ore now, to obtain spe¬ 
cific 1x2 call signs of their choice.) Li¬ 
censees moving from one call sign area 
to another and modifying their licenses 
to reflect the moves would not continue 
to be assigned new call signs of the same 
format as the call signs relinquished. 
Nor would we continue to issue specific 
call signs to former holders thereof. We 
would not issue any more distinctive call 
signs to stations in repeater or RACES 
operation.* Our proposal, if adopted, 
would result in a much slmplier and 
fairer call sign assignment system and 
would permit us to concentrate our lim¬ 
ited resources In areas more productive 
for the Amateur Radio Service. 

12. The specific rule amendments we 
arc proposing are set forth below. Au¬ 
thority for these proposals and for the 
“closed season” announced herein is 


’We are aware that In Docket 21033 wc 
proposed to continue in certain Instances to 
issue distinctive call signA to stations in re¬ 
peater operation and that our proposal in 
this proceeding to eliminate such call signs 
entirely U, to that extent. Inconsistent. 


contained in Sections 4<1). 5<c). and 303 
of the Communications Act of 1934. as 
amended. We invite interested parties to 
submit comments concerning our pro¬ 
posals on or before June 2, 1977 and 
reply comments on or before June 30. 
1977. An original and five copies of all 
comments and reply comments shall be 
furnished the Commission, pursuant to 
Section 1.419 of the Rules. Respondents 
wishing each Commissioner to have a 
personal copy of the comments may sub¬ 
mit an additional six copies. Members 
of the public wishing to express interest 
in our proposals but unable to provide 
the required copies may participate in¬ 
formally by submitting one copy of their 
comments, without regard to form, pro¬ 
vided the correct Docket number is spec¬ 
ified in the heading of the comments. All 
comments and reply comments filed in 
this proceeding should be sent to the 
Secretary. Federal Communications 
Commission, Washington. D.C. 20554. 

13. Individuals wishing to inspect the 
comments and reply comments filed in 
this proceeding may do so during regu¬ 
lar business hours. 8:00 am. to 4:30 pm.. 
Monday through Friday. In the Commis¬ 
sion's Public Reference Room. 1919 “M” 
Street. N.W., Washington. D.C. 20554. 

Federal Communications 
Commission. 

Vincent J. Mullins. 

Secretary . 

Parts 1 and 97 of Chapter I of Title 
47 of the Code of Federal Regulations 
are proposed to be amended, as follows: 

§ 1.922 [Amended] 

1. In { 1.922. FCC Form 610-B is 
deleted. 

2. In $ 1.926. paragraph (b)(4) is de¬ 
leted and designated I Reserved 1, and 
paragraph (b)(1) is amended, os 
follows: 

§ 1.926 Application for rinrunl of li¬ 
cence. 

• • • • • 

(b)(1) Applications for renewal of an 
amateur operator license, an amateur 
station license, or a combined amateur 
operator/station license, shall be filed 
on FCC Form 610. 


(4) 1 Reserved). 

• • • • • 

3. Section 1.951 <a) is amended to read 
as follows: 

§ 1.951 How application* arc distrib¬ 
uted. 

(a) Personal Radio Division: Ama¬ 
teur, Disaster, and Personal 

• • • • • 

4. Section 1.952 is amended to read, as 
follows; 

§ 1.952 I low lilc number* are aligned. 

• i • • a 

(b) File number symbols and service 
or class of station designators: 

Amateur and Disaster Services 

Y—Amateur 
D—Disaster 

..... 
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5. Section 1.1115 is amended to read, 

as follows: 

§ 1.1115 Schedule of fee* for die Safcljr 
and Sprrlal Kadio Service*. 

<*>••• 

• • • • • 

Amateur Service: 

Modification of License without re¬ 
newal __—___ %3 

• • • • • 

(C) • • • 

• • • • • 

(6) Application for Interim Amateur 
Permits or Novice Class licenses in the 
Amateur Radio Service. 

• e • • m 

G. In 9 97.3, paragraphs <f>, (g). <h). 
and (i) are deleted, paragraphs (J) 
through (y). Inclusive, are redesignated 
paragraphs (f> through (u), respec¬ 
tively. and paragraphs <c> and (d> arc 
amended to read, as follows: 

§ 97.3 Drfinitiom. 

• • *— • • • 

(c) Amateur radio operator. A person 
holding a valid license to operate an 
amateur radio station Issued by the Fed¬ 
eral Communications Commission. 

<d) Amateur radio license. The instru¬ 
ment of authorization Issued by the 
Federal Communications Commission 
consisting of a station license and an 
operator license. 

Operator license . The Instrument of 
authorization including the class of op¬ 
erator privileges. 

Statton license. The Instrument of au¬ 
thorization for a radio station in the 
Amateur Radio Service. 

Interim Amateur Permit A temporary 
operator and station authorization is¬ 
sued to licensees successfully completing 
Commission supervised examinations for 
higher class operator license*. 

• • • • • 

7. In 9 97.37. the headnote and text 
are amended to read, as follows: 

§ 97.37 Eligibility for station iirfmr. 

(a) An amateur radio station license 
shall be Issued only to a licensed ama¬ 
teur radio operator. 

(b) An amateur radio station license 
shall not be issued to a school, club, 
company, corporation, association, or 
other organization. 

(c) An amateur radio operator shall 
be issued no more than one amateur 
radio station license. (This paragraph 
does not apply to an amateur radio op¬ 
erator applying for a space radio station 
license.) 

§97.39 [Deleted] 

8. Section 97.39 Is deleted. 

9. Section 97.40 is deleted and redes¬ 
ignated 197.39, paragraphs (c>, (d), 
and (e) are deleted, and paragraph (b) 
is amended to read, as follows: 

§ 97.39 Station lirrn^r required. 

• • • • • 

(b) Every amateur radio operator 
shall have an amateur radio station 
Uoense. 

<c)-<e) t Deleted] 


10. In 9 97.41, paragraphs (b), <c>. 
and (d) are deleted, paragraphs (e), (X). 
and (g) arc redesignated paragraphs 
(b). (c). and (d), respectively, and 
paragraphs (a) and (b) are amended, 
as follows: 

6 97.41 Application for illation Heritor. 

(a) Each application for an amateur 
radio station license shnll be made on 
FCC Form 610. 

<b> If the application is for a station 
license, only, it shall be submitted to the 
Federal Communications Commission, 
Box 1020, Gettysburg. Pennsylvania. 
17325. 

• • • • • 

11. Section 97.47 is revised to read, as 
follows: 

§ 97.47 Renewal and/or mod Miration of 
amateur station licence. 

<a) Application for renewal and/or 
modification of a station license shall be 
submitted on FCC Form 610. In every 
case the application shall be accom¬ 
panied by the applicant's license or a 
photocopy thereof. Applications for re¬ 
newal of unexpired licenses must be made 
during tlie license terra and should be 
filed not later than 00 days prior to the 
end of the license term. In any case in 
which the licensee has, In accordance 
with the provisions of this chapter, made 
timely and sufficient application for re¬ 
newal of an unexpired license, no license 
with reference to any activity of a con¬ 
tinuing nature shall expire until such 
application shall have been finally 
determined. 

<b> If a license Is allowed to expire, 
application for renewal may be made 
during a period of grace of one year after 
the expiration date of the license. Dur¬ 
ing this one year period, a license is not 
valid. A license renewed during this one 
year period will be dated currently and 
will not be backdated to the date of 
expiration. 

(c) When the name of a licensee is 
changed, or when the mailing address Is 
changed (without changing the author¬ 
ized location of the amateur radio sta¬ 
tion) a formal application for modifica¬ 
tion of license is not required. The 
licensee shall notify the Commission 
promptly of these changes, however. The 
notice, which may be In letter form, shall 
contain the name and address of the 
licensee as they appear In Commission 
records, the new name and/or address, 
as the case may be. and the call sign and 
class of operator license. The notice shall 
be sent to the Commission. Gettysburg, 
Pennsylvania 17325. and a copy shall be 
maintained with the license of each sta¬ 
tion until a new license is issued. 

12. In 9 97.51, paragraph (a) is 
amended, paragraph (b) is redesignated 
paragraph (d>. and new paragraphs <b) 
and <c) are added, as follows: 

§ 97.51 Assignment of rail aign*. 

(a) The call sign of an amateur radio 
station shall be assigned by the Commis¬ 
sion on a systematic basis. 

(b) An Amateur Extra Class operator 
may obtain on request, subject to avail¬ 


ability. a station call sign consisting of 
one letter followed by one digit followed 
by two letters, or a call sign consisting of 
two letters followed by one digit followed 
by two letters. Call signs assigned under 
this paragraph shall be assigned by the 
Commission on a systematic basis. No 
request for a specific call sign or call 
sign format shall be granted. 

(c> No request for a specific call sign 
or call sign format shall be granted. 

(d) • • • 

§ 97.53 | Deleted 1 

13. Section 97.53 is deleted. 

14. Section 97.87(b) is amended to 
read, as follows: 

§ 97.87 Station identification. 

• • • • • 

(b) If the control operator of a station 
is not the station licensee, the station 
identification required by this section 
shall be the call sign assigned that sta¬ 
tion. If a station is operated on frequen¬ 
cies authorized by 9 97.7 for use by the 
control operator but not authorized for 
use by the station licensee, the required 
station identification shall be the call 
sign of that station followed by the sta¬ 
tion call sign of the control operator (e.g. 
WB6XYZ/W6XY). 


15. Section 97.95 (a)(1) and (a)(2) 
are amended to read as follows: 

§ 97.95 Operation a*ay from the au¬ 
thorized fixed operation station loca¬ 
tion. 

(a) • • • 

(1) When there is no change In the au¬ 
thorized fixed operation station location, 
an amateur radio station may be op¬ 
erated under Its station license anywhere 
in the United States, its territories or 
possessions, os a portable or mobile op¬ 
eration. subject to 9 97.61. 

<2> When the authorized permanent 
station location is changed, formal ap¬ 
plication (FCC Form 610> must be sub¬ 
mitted to the Commission prior to any 
operation and within 4 months of the 
move for the purpose of modifying the 
station license to show the new perma¬ 
nent station location. Operation at the 
new location is permitted under the 
license for the former station from the 
date the modification application is 
mailed until the applicant Is advised of 
Commission action on that application. 
• • • • • 

16. Section 97.103(b) Cl) Is amended 
to read as follows : 

§97.103 Station lo« rrqtiiivnicnU. 


(b) • • • 

(1) The date and time periods the 
duty control operator for the station 
was other than the station licensee, and 
the signature and station call sign of 
that duty control operator. 

• • • • • 

17. Section 97.112(b) Is amended, as 
follows: 
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§97.112 No rrniunrralion for u»c of 
•tlnlioa. 

• i • • • 

<b> Control operators of an amateur 
station may be compensated when the 
station la operated primarily for the pur* 
pose of conducting amateur radiocom¬ 
munication to provide telegraphy prac¬ 
tice transmissions for persons learning 
or improving proficiency in the interna¬ 
tional Morse code, or to disseminate in¬ 
formation bulletins consisting solely of 
subject matter of direct interest to ama¬ 
teur radio operators, provided: 

• • • • • 

18. Section 97.163<b» is amended to 
read, as follows: 

§ 97.163 Definition*. 

• • • • • 

(b) RACES operation. Amateur radio- 
communication conducted by amateur 
radio stations In the Radio Amateur Civil 
Emergency service. 

19. Section 97.165 is amended to read, 
as follows: 

§ 97.163 Applicability of rules. 

In all cases not specifically covered by 
this Subpart, amateur radio stations en¬ 
gaging in RACES operation shall be gov¬ 
erned by the provision* of the rules 
governing amateur radio stations and 
operators < Subparts A through E of this 
Part). 

20. Section 97.169 is amended to read, 
as follows: 

§ 97.169 Station license required. 

No station shall engage in RACES op¬ 
eration unless the station is an amateur 
radio station licensed by the Federal 
Communications Commission and is cer¬ 
tified by a responsible civil defense or¬ 
ganization as being registered with that 
organization. 

§97.171 (Deleted 1 

21. Section 97.171 is deleted. 

§97.173 l Deleted) 

22.8ection 97.173 is deleted. 

§97.173 | Deleted 1 

23.8ection 97.175 Is deleted. 

24. Section 97.177 is amended to read, 
as follows: 

§ 97.177 Operator requirement*. 

No person shall be the control operator 
of an amateur radio station engaging in 
RACES operation unless that person 
holds a valid amateur radio operator lic¬ 
ense issued •'y the Federal Communica¬ 
tions Commission and is certified by a 
responsible civil defense organization as 
being registered with that organization. 

25. Section 97.181 is deleted and a new 
f 97.181 added, as follows: 


§ 97.181 Station identification. 

In addition to the station identification 
requirements of §97,87. each amateur 
radio station engaging in RACES opera¬ 
tion shall transmit the following addi¬ 
tional information: When identifying by 
radiotelephony, a station In RACES op¬ 
eration shall transmit the word 
•RACES’* at the end of the station call 
sign. When identifying by radioteleg¬ 
raphy. a station in RACES operation 
shall transmit the fraction bar DN fol¬ 
lowed by the letters “C“ or “CD” at the 
end of the station call sign. 

26. § 97.185(b) is amended to read, as 
follows: 

§97.183 Frequencies available. 

<b> In the event of any emergency 
which necessitates the invoicing of the 
President’s War Emergency Powers un¬ 
der the provisions of Section 606 of the 
Communications Act of 1934, os 
amended, unless modified or otherwise 
directed, amateur radio stations engag¬ 
ing in RACES operation will be lim¬ 
ited in operation to the following 
frequencies: • • • 

• t • • • 

27. Section 97.189 is amended to read, 
as follows: 

§ 97.189 Point* of communication. 

Amateur radio stations engaging in 
RACES operation may be used only to 
communicate with the following, upon 
authorization of the responsible civil de¬ 
fense official for the organization in 
which the amateur radio station is 
registered: 

(a) Amateur radio stations registered 
with the same or another civil defense 
organization: 

(b) Stations in the Disaster Communi¬ 
cations Service: 

(c) Stations of the United States gov¬ 
ernment authorized by a responsible 
agency to exchange communications with 
stations engaging in RACES operation: 
and 

<d) Any other station in any other 
service regulated by the Federal Com¬ 
munications Commission, whenever such 
station is authorized by the Commission 
to exchange communications with sta¬ 
tions engaging in RACES operation. 

28. In § 97.193, the headnote is re¬ 
vised and the text amended, as follows: 

§ 97.193 Limitation* on tlic u*c of «ta- 
tion* operating in RACES. 

All messages which are transmitted in 
connection with drills or tests in RACES 
shall be clearly identified as such by the 
use of the words “drill” or “test”, as ap¬ 
propriate. in the body of the messages. 

|FR Doc.77-8480 Filed 3 21-77;8:46 am) 


[47 CFR Part 15] 

|Docket No. 20990; IKM-1617, etc | 

RADIO FREQUENCY DEVICES 

Remote Control and Security Devices; 
Further Order Extending Time for Filing 
Comments and Reply Comments 

Adopted: March 14.1977. 

Released: March 15. 1977. 

AGENCY: Federal Communications 

Commission. 

ACTION: Extension of time. 

SUMMARY: An extension of time to file 
comments and reply comments has been 
requested in Docket No. 20990. Because of 
the importance of this proceeding to both 
the manufacturers and consumers, the 
Commission is granting the request. No 
objections have been received. 

DATES: Comments must be received by 
June 28. 1977. and Reply comments must 
be received on or before July 28, 1977. 
ADDRE8S: Federal Communications 
Commission. Washington. D.C 20554. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Leslie A. Wall. RF Devices & Experi¬ 
mental Branch, Office of Chief Engi¬ 
neer, Federal Communications Com¬ 
mission. Washington. D.C. 20554 <202- 
632-7095). 

In the matter of amendment of Part 
15 of FCC Rules to provide for remote 
control and security devices (Docket No. 
20990, RM-I617, RM-2125, RM-2223*. 

1. The Door Operator and Remote 
Controls Manufacturers Association, The 
Security Equipment Industry Association 
and the Alliance Manufacturing Co., Inc. 
have requested a second extension of 
time within which comments and reply 
comments in the above captioned pro¬ 
ceeding (41 FR 56677, Wednesday, Dec. 
28, 1977) might be filed. 

2. Because of the importance of this 
proceeding to both manufacturers and 
consumers; and because of the Commis¬ 
sion's desire to have the most definitive 
responses possible, an extension of time 
to June 28, 1977, for filing of Comments 
and July 28, 1977, for the filing of Reply 
Comments IS ORDERED pursuant to 
Section 0.241(d) of the Commission's 
Rules. 

Raymond E. Spence, 
Chief Engineer. 

|FR Doc.77-8481 Piled 3-21-77;8:45 nm| 
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ENVIRONMENTAL PROTECTION 
AGENCY 

IFRL 702-41 

ENVIRONMENTAL IMPACT 
STATEMENTS 

Availability of Comments and Other Actions 
Impacting the Environment 

Pursuant to the requirements of sec¬ 
tion 102(2) <C) of the National Environ¬ 
mental Policy Act of 1969. and section 
309 of the Clean Air Act. a & amended, 
the Environmental Protection Agency 
<EPA) has reviewed and commented in 
writing on Federal agency actions 
Impacting the environment contained in 
the following appendices during the 
period of January 1. 1977 and January 
31. 1977. 

Appendix I contains a listing of draft 
environmental impact statements re¬ 
viewed and commented upon in writing 
during this review period. The list 
includes the Federal agency responsible 
for the statement, the number and title 
of the statement, the classification of the 
nature of EPA’s Comments as defined in 
Appendix II. and the EPA source for 
copies of the comments as set forth in 
Appendix VI. 

Appendix II contains the definitions 
of the classifications of EPA's comments 
on the draft environmental impact 
statements as set forth in Appendix I. 

Appendix m contains a listing of final 
environmental Impact statements re¬ 
viewed and commented upon in writing 
during this review period. The listing 
includes the Federal agency responsible 
for the statement, the number and title 
of the statement, a summary of the 
nature of EPA’s comments, and the EPA 
source for copies of the comments as set 
forth in Appendix VI. 

Appendix IV contains a listing of final 
environmental Impact statements re¬ 
viewed but not commented upon by EPA 
during this review period. The listing 
includes the Federal agency responsible 
for the statement, the number and title 
of the statement, and the source of the 
EPA review as set forth in Appendix VI. 

Appendix V contains a listing of pro¬ 
posed Federal agency regulations, 
legislation proposed by Federal agencies, 
and any other proposed actions reviewed 
and commented upon in writing pur¬ 
suant to section 309(a) of the Clean Air 
Act, as amended, during the referenced 
reviewing period. The listing includes 
the Federal agency responsible for the 
proposed action, the title of the action, 
a summary of the nature of EPA’s com¬ 
ments. and the source for copies of the 
comments as set forth in Appendix VI. 


Appendix VI contains a listing of the 
names and addresses of the sources of 
EPA reviews and comments listed In 
Appendices I, III, IV. and V. 

Copies of the EPA Manual setting 
forth the policies and procedures for 
EPA’s review* of agency actions may be 
obtained by wTiting the Public Informa¬ 
tion Reference Unit. Environmental Pro¬ 
tection Agency. Room 2922. Waterside 
Mali SW., Washington. D.C. 20460, tele¬ 


phone 202-755-2808. Copies of the draft 
and final environmental impact state¬ 
ments referenced herein are available 
from the originating Federal department 
or agency. 

Dated: March 10. 1977. 

Rebecca W. Han mer. 
Director. 

Office of Federal Actirttics. 


Awkxoix I.— Draft environmental impact *tatcmcnt$ for which comment* t ccrc issued 
between Jan, 1, 1977, and Jan. 31, 1977 


Identifying No 


Genera) 

Source for 

Title 

nature of 

copier* of 



comments 

comments 

Coan or ExotNacui 


DA-COF.-A32W-MN 

D$~COE-A3Ml*-MN 

D-COE-R3J03P-NC 


D-COE-E35040-NC 

D-COE-KKOtl-O) 

D-COE-E.TSW2-NC 

D-COE-E2SOI3-TN 

P-COE-FaOhC-MN 

D-COK-U3SXG-OK 

D-CO K-J MXH-ND 
DS~COK-L3602M)R 


South Fork Zumbro River Watershed. Olmstrad County. Minn. 

Duiui h*Fapertnr Harbor, operation and maintenance. Diked 
Disposal Facility. Minnesota. 

Bald Head Island Miixtnrt, Permit. Const me lion at Boat Marina 
and Access Facilities Adjacent Cape Fear River. Brunswick 
Crnmty, N.C. 

North Carolina Phosphat© Coro., Dredging Permit, Aurora, 
Beaufort County. N.C. 

Commercial Sand and Grovel Dredging Operations, Ohio River, 
Mile US to Milo BSI. Permit Issuance, Kentucky, Ohio, and 
1 Hi not?. 

W anchor Harbor Development Project. Enlarging and Deep¬ 
ening Etui title Boat Beam, Permit. Brunswick County. N.C. 

Additional Harbor Facilities, Improvement of tho MhuisaiptH 
River. Mcmplu«. Teon. 

Flood Control, Redwood River, Marshall. Minn.. 

Tulsa Urban Renewal River Parka Project. Permit, Tulsa. 
Oklo. 

Pern bine River, Clearing and Snagging, North Dakota. 

Che too River Jetty Extension. Brooking*. Oreg. 


ER-2 

LO-J 

LO-i 


KI/-2 

ER-2 

F.ll-2 

ER-2 

ER-2 

LO-l 

ER-2 

LOd 


DmimiKT or Commerce 


D-DOC-KSWGl-TN 

D-DOC-K<JOOOJ~CA 


K 

F. 

E 

E 

F 

U 

I 

K 



Dgr.VftTMg.VT or AcfttcrtTCRl 



D-AF3-DM003-00 

Coopeiative Gypsy Moth Suppression and Regulatory Pregram, 
1977 Activities. 

LO-1 

D 

D-AFS-EGS015-AL 

Conecuh Notional Forest. Unit No. 6, Cor tug ton, Escambia, 
and Coffee Counties. Ala. 

LO-l 

E 

D-AF8-G6HH9-TX 

8ahlne Unit Phut. Sabine National Forest, Jasper. Newton 
Sabine. Shelby, and San Augustine Counties, Tea. 

LO-1 

O 

D-A PS-G65020-N M 

Alrecld* Treatment, Snow and Qurmado Lake*. Gila National 
Forest, N. Met. 

LO-2 

O 

D-AF&-G65021-OK 

Management of Ttak Unit, Ouachita National Forest, Me* 
Curtain County. Okla. 

Mount Hefaffru Management Alternatives. Gallatin National 
Forest, Gallatin County. Mont. 

Little Kem Lutd Use Plan. Sequoia National Forest, Tulare 

LO-I 

O 

D-AFS-JdMM-MT 

ER-2 

I 

D-AFS-K010U-CA 

1 

J 

D-AFS-K010U-CA 

County, Calif. 

Rig Sur Coastal Planning Unit, Los Padre* National Forest, 
Calif. 

Lowell Planning Unit. Clearwater National Forest, Idaho 
County. Idaho (U8DA-rS-Rl-DRft-AbM-77-2>. 

LO-I 

J 

d-afs-lciom-id 

LO-2 

K 

D-BEA-F070Q5-IN 

Merom Generating Station. AssocUtid Transmission. 1 loader 

EU-3 

F 

D-8C8-FiW>BV-MN 

Energy Division, InnS. 

South /.umbra WaUrdxd. Dodge and Olmitead Counties, Minn. 

ER-2 

F 


Knoxville International Energy Expoaltion. Energy Expo 82, EO-2 E 

Knot County. Tmn. 

Proponed Expo ISM. Lot Angeles-Ontario Region of Southern ER-2 J 

California. 


DgTAfcTXKKT or DftnCNSC 


D-U8A-JIOOOO-UT Transportation of Chemical Material. Tooele Army Depot. Op- LO-1 1 

e rat ion DT8, Dugwuy PruvtJig Oround. Tooele County, 

Utah. 

D-U8A-J100OT-UT TnvnsportaUon of Chemical Material, Operation TN8. North* LO-1 I 

South Tooclo Depot. Tooele County. Utah. 
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NOTICES 


Identifying No. 

Title 

General 
nature of 
comments 

Source tor 
copies of 
comments 


DEfARTMERT Of INTERIOR 



D-B LM-AQ2HXHX) 

Proposed 1877 Outer Continental Shelf <OC8> On and Oas 
Leap Sole. Gulf of Mexico* OCS Fab* No. 47. 

Crude Oil Transportation System. Voider, Abuka. to Midland, 
Tex,, gohlo Transportation Co, 

ER-2 

A 

D-BLM-AOWC7-00 

3 

A 

D-NPS-I161003-MO 

W'lbons Creek National Battlefield, Greene and Christian 
Counties. Mo. (DE8-7&-4S). 

LO-1 

I! 


I>tfA*mrxT or TRAXsrosTAttoM 


RD-DOT-A62l«M*> 

D-FHW-B40030-MA 

I>-F II W-C 40027-00 
DS-FIIW-IMOOO&-MD 

PS-FIlWT-DAOOfO-MD 

D-FIIW-E4CW2-FL 

D-FHW-E4000&-GA 

D-F!!W-F4(W*vOH 

D-FHW-r4rt®2-lL 

D-FIIW-F4UOW-MO 

D-FHW-lKuOM-KS 

D-FltW-J|cr<?>-Nn 

D-CMT-B540H-MA 


Arenrr Fuel Economy Standard. Nonpaseogrr Automobile, 
Model Yroir 127T». 

MA-3, Greenfield, QHL Kmn*. Wendell, Or»n*e. and Franklin 
County. Mass. (MA-EI3-7ft-01-D), 

Southern Tier Eipr«i*va>\ Hinsdale, New York to Erie. Pi_ 

CM^ Boulevard from Kutaw £4. to RtUftrU St., Baltimore City, 

W, Ostend to Russell and Conway 8t.. City Boulevard Ring. 
Balttinor#, Md. 

Southeastern Extension of FL-9-A. Duval County, 1U 
(F1IWA-FLA-KI8-76-00-D). 

1-175 Albany to 1-74 South of Cordelc Connector, Dougherty, 
Lee. Worth, and Crlfp Countn*. Oa 
011-315. Ackerman Hd- to 1-270. Franklin County, Ohlo...__ 
11.-662. Sangamon County. Ill- 

U.S. 44. Sooth ot Mexico to F.*u of Mexico. Mo, (Klftt A-MO- 
Blfr-76-l-DL 

Ilatkell Loop. Sixth and Massachusetts to Eleventh anil Haskell. 
LuwretKO. Douglas County, Koiu. i F1IW A-KS-KIS-7frtkV- 

D). 

C.S. 2. Minot E«d to Surrey. Ward County. N. lHk. 

Rod Uno Extension, Harvard Square to Arlington Heights, 
Boston. Suffolk County. Mw 


LO-1 

A 

ER-2 

B 

ER-2 

C 

ER-2 

D 

ER-2 

D 

ER-2 

E 

ER-2 

E 

ER-2 

r 

ER-2 

r 

3 

ii 

ER-2 

H 

LO-2 

i 

LO-2 

B 



Energy Research and Devklofment administration 


D-EKD-A00124-O1! 

Portsmouth Gaeeous Diffusion Plant Expansion, Fiketon, Pike 
County, Ohio. 

ER-2 A 


Federal Power Com mission 


D-FPC-CUJOtO-NJ 

West Deprtord LNO Project, Tmueco I-NO Co.. Gloucester 
County. NJ. (Liockei CP-7616NJ). 

EU-2 C 


General Feu vices Apmimstratiqx 



D-G5A-lltftt>4-MA John F. Kennedy Library. Boston, Suffolk County, Mass. (EMA ER-2 B 

77TO1). 

D-CSA-IlfrlQG3-NB Meat and Foultry Inspection. Midwestern Multidisciplinary LO-2 II 

Laboratory, Lincoln, Lancaster County. Nobr. 


Department or IIoraiKO and Urban Development 


D-HUD-DKOIO-VA 

D-IIUD-E2SCU7-AL 

D-in T D-E2N0l^-TN 

D-HUD-EWC16-TN 

D-11UD-G&5G19-TX 
I>-11 V 1>- (i W030-T X 

D-U UD-G89001-TX 


Downtown West Conservation Project. Norfolk. Vo. (CDBO).. 
Castleberry Water System Improvement*. Connecub County. 
Ala. 

Town of Wart race, Bedford County, Tmn... 

Belinda City Subdivision Development. W ibon County, Tenn. 
(U UD-R(M-Kll*-76-20D>. 

Travis County Subdivision Development, Travis County. Tet.. 
Proposed First Colony Subdivision. Sugar Land, Fort bend 
County, Tet. 

Code Enforcement and Demolition of Unsafe Structures, Dallas 
County. Tex. 


ER-2 

D 

LO-1 

E 

LO-3 

E 

LO-2 

E 

ER-2 

G 

LO-1 

O 

LO-1 

G 


Nuclear Regulatory Commission 


D6-NRC-C03004-N Y Atlantic Generating Station, UnlU 1 and 2. Docket No*. STN ER-2 C 

60475. Ocean and Atlantic Counue*, N J. 


Appendix II 

definitions of codes for the general 

NATURE OF EPA COMMENTS 

Enrironmcnfo! Impact of the Action 

LO—Lock ot Objection. EPA has no objec¬ 
tions to the proposed action as described in 
the draft impact statement; or suggests only 
minor changes In the proposed action. 

ER—Environmental Reservations. EPA has 
reservations concerning the environmental 
effects of certain aspects of the proposed ac¬ 
tion. EPA believe* that further study or sug¬ 
gested alternatives or modifications is re¬ 
quired and has asked the originating Federal 
agency to reassess these impacts. 


EU—Environmentally Unsatisfactory. EPA 
believes that the proposed action Is unsatis¬ 
factory because of its potentially harmful 
effect on the environment. Furthermore, the 
Agency believes that tbo potential safeguards 
which might be utilized may not adequately 
protect the environment from hazards aris¬ 
ing from this action. The Agency recom¬ 
mends that alternatives to the action be 
analyzed further (including the possibility 
of no action at all). 

Adequacy o/ the Impact Statement 
Category 1—Adequate. The draft impact 
statement adequately sets forth the envi¬ 
ronmental Impact of the proposed project or 
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action a* well &s altemattvaa reasonably 
available to the project or action. 

Category 2—Insufficient Information. EPA 
believe* that the draft Impact statement does 
not contain sufficient information to assess 
fully the environmental impact of the pro¬ 
posed project or action. However, from the 
Information submitted, the Agency ts able 
to make a preliminary determlnatlorf of the 
Impact on the environment. EPA haa re¬ 
quested that the originator provide the in- 

Arpr..NDix III 


formation that was not Included In the draft 
statement 

Category 3—Inadequate. EPA believes that 
the draft Impact'statement does not ade¬ 
quately assess the environmental Impact of 
the proposed project or action, or that the 
statement inadequately analyzes reasonable 
available alternatives. The Agency has re¬ 
quested more Information and analysis con¬ 
cerning the potential environmental hazards 
and has asked that substantial revision be 
made to the Impact statement. 


.—Ffwal environmental impart *tatcmcnt* for i chirh comment* i cere i**ucd 
between Jan. /, 1977, and Jan . St, 19 77 


Identifying No. Title 


Souttx* for 

OfMrtl natunr of comment* copies ot 

comments 


Coe ni or E KG INKERS 


F-COE-A3MOO-00 


F-COE-A33435-FL 


F-COE-AMI 12-11> 
F-COE-A3S142-NY 


F-COE-DJ0OI7-PA 


East rear! Hirer Project, mainte¬ 
nance dredging. Louisiana and 
Mississippi. 


EscamNa River. Escambia Ray. 
maintenance dralrlri/. Kv?am< 
Na and Santa Rosa Counties. 
Fla. 

Lucky Peak Dam and lake Boise 
River, Boise County. Idaho. 

Maintenance of Greot South Bay 
Channel. Palcboque River and 
Look Island inUoroastal water- 
way. N.Y. 


Local Flood Protection Project. 
Ten Mils Cnwk. Mariana and 
Vicinity Flood Prevention. 
Washington County, Pa. 


EPA expressedenvironmental reservations 
with this project tweed on the contam¬ 
inated nature of the dredged material. 
EPA expressed the view that the 
material was not suitable lor open water 
disposal and recommended that It be 
discharged in a diked upland or beach 
site above high water. 

EPA's conorms were adequately addressed 
In the dual EI8. 


do.. 


Generally. EPA's concerns were ade¬ 
quately addressed In the final EIS. 
However. EPA mode additional com¬ 
ments mill regard to a dredging man¬ 
agement plan, shoaling areas and 
sand-spoil blands. 

EPA cx praised serious environments! 
reservations regarding the Army Corps 
of Engineers' proposal to modify IA 
miles of stream for the purposes of flood 
control. Specifically, the principal en¬ 
vironmental impacts are the potential 
for increased flooding downstream of the 
project limits, the elimination of the 
stream tree canopy and the disruption 
of terrestrial, aquatic and benthic habi- 


R 


E 


K 

C 


D 


DgrABTMgvr or Dnrgxac 


F&-V8A-D8IC04-VA Fort Balvoir family housing proj- EPA's concerns wen adequately ad- D 
«et. Army Engineer Center and dressed in the final K18 
Fort Bel voir. Fort Bel voir, Va. 


I>gfABtMgKV Or I.VTgJUOB 


F-BIA-U01OO1-NM 


F-B LM-A0J102-AK 


Navajo-Exxon Cranium Ibivel- 
ojiment, Han Juan County, N. 


Lower Cook Inlet. Framed l»?e 
Oil and Gas Lease Hale No. CL 
Outer Continent*] 8!vrif. OC8, 


The final statement adequately addressed 
most of KPA’s concerns nttfsrdin* tha 
water and radiation irapacts ot the 
project. EPA has requested the HI A 
provide additional environmental analy¬ 
ses follow! 14 the initial exploration phase 
of the development. 

EPA expressed serious environmental 
reservations regarding the pttpottl 
lease sale. EPA's comments noted Dial 
the final 118 did not adequately demon¬ 
strate that the proposed sale could hs 
implemented without significant risk to 
the marine ecosystem of fowrr Cook In- 
let EPA noted that BLM provided 
Inadequate msponw* to many of the 
lsmi«a which had boon raised at the draft 
EIS stage regarding mitigatory meas¬ 
ures and needs for additional informa¬ 
tion. Specifically, EPA recommended 
the development of separation sea Lanes 
in Cook Inlet, and the implementation 
of specific lease stipulations for adequate 
pi Define corridor*, pipeline surveillance, 
oil detention sensors, and idenUficatiou 


and avoidance of environmentally sensi¬ 
tive areas quakes, unstable bottom sedi¬ 
ment*. tsunamis, voicanlxm. si rot nr tidal 
currents, and other severe environ¬ 
mental conditions, the likelihood of 
catastrophic oil spills must be con¬ 
sidered to be high, and that the pre¬ 
viously unstressed Nolle assemblage of 
the area would be especially vulnerable 
to spill damage. 


Q 


A 


✓ 
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NOTICES 


Identifying No. 


Title 


General nature or comments 


Source tor 
copies of 


f-bor-mioos-co 


F-SFW-A44044-OO 


Lewie and Clark National His¬ 
toric Trail, Kansas. Illinois, 
Missouri. Nebraska. South Da¬ 
kota. North Dakota. Montana. 
Idaho. Oregon, and Washington. 

Operation of the National Wild- 
Ulo Refuge System. 


EPA’e concerns were adequately rt- 
respouded to in the final £16. 


The final ET8 adequately responded to 
KFA‘i request tor additional informa¬ 
tion on pesticide usage issues raised In 
the EIS. 


Departm ex t or Thaxmportation 


F-CGD-AS2090-00 


Seadock Deepwater Port license 
Application. Construction ami 
Operation. miles off Freeport, 

Tea., Gulf of Mexico. 


F-C G D-A52091-OO 


Loop Deepwater Port license 
Application. Construction and 
Operation, » miles off Grande 
Isle. La. 


F-COD-KMOG5-CA 


Coast Guard Family Housing. 
Kurrka, Humboldt County. 
Calif. 


CPA's review of the final £18, Including 
the 8egrrtary'> decision document, indi¬ 
cated the comments Mpn-saod on the 
draft EIS have been adequately ad¬ 
dressed. Additionally. EPA advised the 
Coast Guard that It is concerned with 
the hydrocarbon emissions from the 
secondary development of refineries and 
Petro chemical industries as a result of 
the increased availability of crud* oil In 
the Houston-Oalvrstim air quality con¬ 
trol region, and that three new or modi¬ 
fied sourer* can only bo constructed if 
they am in compliance with the require¬ 
ments of the *>mi®ion offset’' ruling 
HI FR 5tt2t. Doc. 21.19701. 

EPA'a review of the final EIS. Including 
the Secretary's decision document. Indi¬ 
cated the comments eiprewcd on the 
draft KIS tiave been adequately ad¬ 
dressed. Additionally, EPAadvtwd the 
Coaal Guard that it is concerned with 
tbs hydrocarbon emissions from second- 


chemical Industrie as a result of the in¬ 
creased availability of crude oil. and t hat 
these new or modified sources can only 
be constructed if they are In compliant* 
with the requirement of the "emission 
offset" ruling <41 FR AM24 Dec. 21. 
I97fi). 

EPA'S concerns were adequately ad¬ 
dressed in the final EIS. 


F- F HW-A4221 »-WV 


I-44. Berkley to Ram Black 
Church, Kaliegh, Rummer?, and 
Greenbrier Counties, W. Va. 


EPA continues to have environmental res¬ 
ervations on the proposed project, spe¬ 
cifically with the number of stream re 
locations involved. EPA suggested clom 
consultation to develop af»proprtal« 
mitigating measure* during the final 
dealtn stags of the project. 


Fcdkiul Poweh Commission 


fs-fpc-cwooi-nj 


F-FPC-E06004-AL 


Construction and Operation of an 
LNG Import Terminal at Rac¬ 
coon Island. Gloucester County, 
NJ. 

Holt, Bank fa-ad, and Lewis 
Smith, Project No*. 2208 and 
216$, Alabama. 


EPA agree* with theconclusion reached 1 n 
the supplement that the project would 
present an unacceptable safety risk to 
the iiublic and that tbt prolect should 
not be approved as proposed. 

Generally, hPA’s ooocems were adequate¬ 
ly eddrevved in the final EIS However, 
EPA believe* the turbine aeration de¬ 
vice* installed in the draft tubes of 
Bankhead Projocl Na 21« and Holt 
Prolect No. 22»)3 do not adequately pro¬ 
tect water quality of assure compliance 
with the Alabama water quality stand¬ 
ards. The Installation of a skimming 
weir would not Insure meeting water 
quality standards at all time* but It 
would improve dissolved osygen con¬ 
tent by as much as 10 to 20 percent and 
would enable the facility to meet water 
quality standards during a higher per¬ 
centage of the time than at present. 


Gewejul Slavicta AcMiNmaaitox 

F-OBA^MOOO-CO 

Furl Conversion, Central 6team 
Plant, Denver Federal Center, 
Denver, Colo. 

EPA'* concern* were adequately rs- 1 
gponded to in the final EIS. 

DUPAMTMEXT Of Ho VMM C AMO Halt* N DfcVELOfMENT 

F-ilUD-KBOGlt-CA 

Met Lun Yea Development, 
Chinatown Redevelopment, 

Ban Francisco, CaMf. 

El'A's concern* were adequately ad- 1 
drmed in the final EIS. 
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Identifying No. 


rule 


Central tulurc of comments 



Ntniu* RrncuiTOJit I ommiwiom 


F-N nCAOOllVOO 


F-NRC-COCGt*NV 


Point ('nil No, 1. Kilm- 
of Operating with Onct- 
Th rough Cooling Consolidated 
Edison Co. of New York, Inr, 
Ifockrt No. 50 NT 


Hotline Nuclear Power Plants, 
site and operation. thicket No 
BTN «MS7 (N V KEG OOfift). 


KPA Indicaled Utah tweause certain of 
l T.Vi :c44«teata made in mimnnits on 
tt»c draft E1S were not satisfied. the 
Agency consider* the final vUlrrot-til 
unresponsive. Kl’A’a primary concern 
wm the tack of adequate conrideralioa 
of Inshoresiting of floaliug nurleor power 
planti (FNPt. KPA’s opinion ti that 
well si tea should not 1* Itrcuwd unUl 
a generic study is performed and Inshore 
siting ism*-* or* resolved. KPA reiterated 
Its request for an overall generic assess¬ 
ment of the FNP concept, including 
pin}ccUotvs of future plant numbers and 
cumulative and tong-tarm Impact*. In 
mldition, KPA reiterated tU rtKjurwt for 
i vgl ruling development of siting criteria 
Revision* In tile N ItC hrnelH'COftt 
•■tndv; and a commitment from NRC 
to a Umriy implementation of the nr~ 
nmrncndaUonfl rnyurding K.NP’iJ of the 
unclear energy center vita survey 
F.PA commented NKC for their respoo- 
siveiMJCsto KPA'sconuneuUot) tlie draft 
KI8 and Indicated the proposed citat¬ 
ion (kteyoud May 1. H»7U» for operation 
of ilia eiUiing onre-thmogh cooling 
system imnwnts no llieonsislenry be¬ 
tween uie proposed action (Ispaitcf of 
an amended opcntliiig Uceuae) and thg 
NPDRfc permit 


Appendix IV .—Final cut?ironnu ntul impact «faff »miif| which t cere reviewed and not 
Commented on between Jan. /, 1971, and Jan. M, 1917 


identifying No. 


Title 


Sanrea of 
review 


Conn* nr Kvoimeks 


F-COE-AX34'#7-VA Catrtaiiis Cove Development, Arromwk County. Va. D 

F-(:oK-K.HW^KY Kentucky River H«uin EmaU Flood Control Protect. Nkholavvilte. K> K 

F-CO K-tiiMOld-TX operation and Maintenance of Whitney, Waco, |*roctor. StiUbousc Hollow. O 

and homenrlUa l^tke^ Tei. 

F-COE-I-lfion^AIC Metlotawfo Hmatl Boat Harbor Project No Z Mctlolmlla. Alaska ... K 

F-COK-LSMMT-OR Dredging of Oregon Htourb N«>nh Portland llorlxe. ring. K 


F-AFtMIOtOOMJD 

F-AFS-P-ttOU-AI. 

F-AF.*-0<wniYNM 

F-AFiW410l<M» 

F-AFS L0KW7-OK 

F-AFn-I»WCCI-AK 

F-RKA-dOWOO-CO 

F-«CS-0»flWVLA 

F-RCE-Ila009i-IA 


I tartar* k*t or AuaimmiK 


Evan* Notch Uiul Pfen, While Mounlulu National F<*e*l, New Hompriur* 

and Maine 

Timber Manogi-tm-tU Plan. William U. Banklirod National Forest. Winston. 


Lawrence, and Franklin Counties, Ala (ttTOA-F8'R»~FEft-Al>M-?*-*a). 
t foot her mal Uasing. Manta Kr National Korea. Rio Arriba County, N. Met... 
Flee Management, tirtway*Bitterroot Wlldsni—, Bitterroot, Clearwater. 

Lolo. and Nexiwfc* NaBonaJ For*-il». Montana and Idaho. 

Oregon thine* National Recreation Are., Management Plan, Siosbiw Na- 
tioual Koreot, Oreg. • C^1>A-F8-R6-KEf»~ADM-7/W-OD. 

T< "*~ 

Combustion TurUite Package Power Plants. Peaking Sendee. Burlington 


Generating Ftotlon, Denver. Cofo 

Central kladimn Watershed, Modlwm Parisfi. La .. 

Little Shms Rfver Watershed Flood Preveutlou, Buena Vista County, Iowa. . 


It 

K 

O 

1 

K 

K 

t 

O 

H 



PmkTMLM Of I'OMMKXTg 


F-NOA-UMXgano 

Troll Salmon fishery of the Pari («r Coast. Preliminary Monageroent Plan._ 
Sablrftsh of the Bering Sea and Northeastern Part ho Ocean, Preliminary 
Manage meut Pbui 

Trawl Fishery of the tVaeliltigton. f>rrgon, uud California Regloti. Prelimi¬ 
nary Management Plan. 

K 

F-NOA UWW4I0 

K 

F-NOA-LOCOOtOO 

r 


DcrAaniEKT or I vTxaioa 


F-BO R-RS90W-MI! 

Penobsrott Proposed Wild and ffoeule River, Somerset, PtoaUquli, and 
Penotorolt Coontfoa, Maine (P&&-7IHM). 

B 

F-IB R-1A0TO4WA 

Propoeed OrovlUe-Tonaskrl Cidt F.steruUmi, Chief Joseph Ehun, Okauogah- 
Similkameen Division. Wash. (FRE-7iW3>. 

fturihee Sulwidcnre Control in Mining Rogfons . . . .. 

Electric Distribution Line Fxtniafou. Mount McKinley National Park, 

Alaska (FE8-7(HV). 

K 

F-IRM-A<!70l2-f» 

A 

F-Nl k lv]XKC3-AK 

K 
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NOTICES 


Idantifyinv No. 


Title 


Source of 
review 


OlTAMTMfcM OF TlUSWOMTATIO* 


RF-FAA Af*n"M» 


F FAA AfWll oo 


F* FAA-KSlOlft-MS 
MUW-AlltSMA 


K-KHW-AOIttKY 
F-FIIR KlttUvKY 


F-rut'H«n» i a 


Civil Aircraft Fleet Nofoe ReguimiWta. For l*ort Aft, Compliance IWrila- 
lion i Retrofit h 

Nnlv Reduction Since* and Ac«u*Ucal Change Requirement* for Sufoouk 
Tnuwqwxt Cateaoiy Lorve Airplane* oim! Turbojet powered AirtiUne*. 
C.D. Lemon* Field Runway Con*teucUon, Tupelo. low County. pfijw.. 
North-South Krwwny Ml, Frtmy iC3» to 1A-3WN, Dubuque County. 

lowaiFHWA KFA-72-07- F). 

T\B, 4ft, Paducah H<1.. Mayfield, firavea County, Ky 
Fourth end Fifth HU.. Washington and Linden Ave*.. Newpo* , < anipbotl 
County, Ky. ( KIIWA-K.Y-EI8 74-417-K). 

1A iiy Folk County. Iowa (FtlWA IA-KI8 7<» of-Ft _ 


A 

A 

e 

it 

K 

F. 

II 


l>irA*rt«Evr or ilmwn. **»> D*«tx DcYBtoratffT 


F-llUI>-KSMORVAL l/'uktfl Community Water Byvfejn. tiierm- Comity. Alx iCUH'i- - K 

P-IIUD-RWOOA FL Senior Cltiiria Crotcr, Bayvlewr Faii, Fennomla. FU. fCOBCIi E 

iKflMAn ( OMMEara COMauano* 

F-lCC-AMfiC on lnv«9titration of Pirfotit Rate* L* ttie Tnwwpo t uinn of Reeyvlahle; Re- A 

r>vled \lai< iu*l< 

F-ICOAMOQA r*» Evporte No. Me *7. mth Va Wmincrrut 7<u'* and Tormina) Xn-u A 


Appendix V, Ifi'i/ulotion t*, IryiMlaiUm and oilur htdrral aff€Hvp actio** for trhich 

t ommmt* trrrr U**tJ fcrlirtn) Ja$t . /. /?)77, awl Jan. St. 1977 


. Source for 

identifying No. Title Urlwnd nature of aommehls coplia of 

ratntnmu 


imutmEvT or Tn» |\-r*an»a 


A-BOR-AdUM-TS W ild and fiumk Kltet MUd> tun 
the UufUlu Rlvrr. Venn. 


R Dol-AuK** un 
RDOl-AOIOfoCO 

A-URLAutH<W«» 


R NFK Antotr *•' 


35 CFR I*ari 211, U UFH I an 
9041. tdtrV* MaiiiiAemenl Co*l 
Minin* Operating Rr*uki , le"- 
Jft CFR Fart 211. U * FH I* r 
JOO, Surface ManiWemaiH t W 
Minim Operating M**ulnl«oi«s 
Steep Slope* (411 K *«*>, 
t til and Car Drttthva Oimilwn 
on the Outer CwtMrtUa) Shell 
fOCot. l*r«n*>*ed Standard ft* 

Training of nvwttMl Notice. 
:* CFR Fart t», Mining and Min 
in* Claim*, Interim Regulti- 

Unw utvd IVopcMcd Conqm* 

henatve Regulation* 


A-SFW-A*2U*MJ0 1) lark lard and Aimtinr Daiutqfti 

Control. Pulley and t.uldihma. 


K.FA n%o*tmi* mli BOR nuiai viiiou ol 
the Sin le/local management uf Uk 
iMiftata Rivet to injure uuudef rwdutkni 
of relating water quality, 
t l‘A etlKvctrl .arnr.nrtit with the p*u 
|*kvi 1 aineiuinintlK tit the reyuUtUmi. 

- . .- 


UFA iprewed m» otnnwnl* on ihr (wo- 
prwi 


FI 1 A ccnrfitl flCteeiumt with 

the iccul.nhMts, wldrii arc 

ilr*»ciir«l to runtml mbdiat wiivilUw 
witrte ojfh acliriOm wsmld conflict 
with Yiia tHUT-'^w of **«» National Fark 
' v*inn. The NFS tv |trovlde«l with 
RPAV wMtitrvtaio Wtfuxdlna the dmnt* 
non of thrtrrm ^ahrnilW untiy dHtUrtod 
for ol imiu-rai ettmriioo/* 

KFA i eomnirnU evprnwrd roncerua re- 
iraidlng Uir availahuity oi criteria to be 
iiwd in dorldina when FA-It vhould b* 
umI, and altrruaUvea to Uir uae of FA- 
II. Their detailed criteria Uwnild lie 
dev<U*K<l *<» e<t#urr that FA H la nol 
iiwa] iiKlhiciiiiUiiatrty. In addition. 
RPA noted that tlw> Qalt at.d wildlife 
wivhHB alwwiWl followup FA 14 apphiw* 
Jimia with evaJinMoim fimaaary to 
eiiame human health r»*qulrementa 
arc ■* U*iW*d. 


A 


A 

A 


A 


A 


A 


LiarvatwaKi or TaAsnrurraw* 


R-DOT*AMl<l5M» 


RIIOT-AMHIFOO 


R-FAA-AWKH 00 


RFRA-AIWHIOO 


ICFIi Fart MS* NiiMjwwnvievr 
Automata Model Ynvr 10M. 
Avrmce Fuel Economy Stand 
ard Tl>orket No KK 7^S, 

NoU«* I). 


4» CFR INut m AutouioUv* 
Fuel Economy. Yrlifok 4 laiu»- 
flratloo (lfocket No. FR 7M». 

I). 

14 CF It i’uita 21. SO, iu>d ul, Ajrrt- 
cultural Op*TOUon and Fir* 
FiKhUtig Fropeller Hrlvro 
Small Alrplancii, Nofw Abate- 
ment OjieTutiu*. 

4'i CFR Fart 2W, * ooMmctlon 
ol Kailrrwd Employee 8 lee pin* 
guarten, l'rotN«ed Ameorl* 
ment to I lour* of Service Regu¬ 
lation* <118 2, No. 3). 


KI'A'f ronimenta on U»e draft KIS and 
prop*wed mkmakirtc of Um am* nub- 
U-l tritllcaUal f«»end auptmrt for the 
pr up o wd action. In addition KFA 
ofli rtd 4ur*eatl<iriA for the Improvement 
of the pfvpoAed ruk and lu wtpiwrt 
materhu. 

KFA atatrd that the rum met da inaiSe 
duririir tnteragrncy review were ade¬ 
quately pnmentrd In the preamble of the 

EFA commented in »up|Mirt of live pro- 
ported r«unUlioh 


KFA a»ked that IU Miucb. 37, I07IV, com¬ 
ment* to Uie FRA on the advance notice 
of propoard rukinaklntf for the nuue 
auhjivf he confide red once HfaJn. Partic¬ 
ularly. KFA dl»*rred with the uk of 
the aeporttnent of bousln* and urtwn 
development noi m ertterta for il*U sub¬ 
ject and recommended that tha FRA 
employ a deaiyu nol*e yoal of LKg 


A 


A 


A 


A 
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Identifying No. 


TItW 


Gtnctal oatuxr ofcoiumouU 


Bcufrr for 
eofjloo ot 
eomm«ita 


Nwuua R tomato at CoannamoN 


R-N KOAUU005C0 


10 CKR Port 51. Ltaeoalng ond 
U/vulatory I'oDcy ond Pro* 
ceriums for anrtratuneuiai Pro* 
tection. Uranium KorJ Cyclo 
Imports Cram 8 prut Furl. 


EPA mnclurirri Uwit llje report does not 
meet U» (listed purpeos to clarify and 
elaborate upon Uve anTlromumtal Im¬ 
port associated with the ra&oaciaacut 
of nurlear fuels and nuclear waste. KI’A 
Indicated that them is? a n*vd tor mora 
imhstantlve Information and data to 
support the impact aawmiurnt* pro* 
sen ted. PPA f|Ur*tion*d a mimUnr of 
mtnnpllocif, appronchm. and analyst# 
miludlnr the use of a relative hatard 
Index and certain estimates and modala 
from the rsarlor jufoly study (WASU- 
14001. 


Amutnw VI 

souacx po« corns or kta comments 

A. Public Information Reference Unit 
< PM -213). Environmental Protaction Agency, 
iioom 2902. Waterside MaU SW.. Washington. 
D C. 20460. 

B. Director of Public Affair*. Region 1. En¬ 
vironmental Protection Agency, John P. Ken¬ 
nedy Federal Building. Boston. Massachusetts 

02203. 

C. Director of Public Affairs. Region 2. En¬ 
vironmental Protection Agency. 26 Federal 
Plaza. New York. New York 10007. 

D. Director of Public Affairs. Region 3, En¬ 
vironmental Protection Agency. Curtis Build¬ 
ing. 0th and Walnut Streets, Philadelphia. 
Pennsylvania 10106. 

E. Director of Public Affairs, Region 4. En¬ 
vironmental Protection Agency. 34& Court- 
land Street NE.. Atlanta, Oeorgla 30308. 

P. Director of Public Affairs. Region 5. En¬ 
vironmental Protection Agency. 230 South 
Dearborn Street, Chicago. Illinois 60604. 

O. Director of Public Affairs. Region 6. En¬ 
vironmental Protection Agency. 1301 Elm 
Street. Dallas, Texas 75370. 

II. Director of Public Affairs. Region 7, En¬ 
vironmental Protection Agency, 1735 Balti¬ 
more Street, Kansas City. Missouri 64108. 

I. Director of Public Affairs, Region 8. En¬ 
vironmental Protection Agency, 1860 Lincoln 
Street, Denver, Colorado 80203 

J. Director of Public Affairs, Region 9. En¬ 
vironmental Protection Agency, 100 Califor¬ 
nia Street. San Francisco, California 94111. 

K. Director of Public Affairs, Region 10. En¬ 
vironmental Protection Agency. 1300 Sixth 
Avenue, Seattle, Washington 98101. 

(PR Doc.77-8404 Plied 3-21-77.8:45 am| 


|FRL 700-11 

ADEQUACY OF SO, EMISSION LIMITA¬ 
TIONS AND CONTROL STRATEGY IN 
KENTUCKY IMPLEMENTATION PLAN 

Extension of Comment Period 

On May 10, 1976 <41 FR 19105). the 
Administrator published approval/disap¬ 
proval action on revisions in the Ken¬ 
tucky State implementation plan. Sub¬ 
sequent to this rulemaking notice the 
Natural Resources Defense Council 
’NRDC). under section 307 of the Clean 
Air Act, petitioned the Ui3. Court of Ap¬ 
peals for the Sixth Circuit for review of 
the Administrator's action. NRDC be¬ 
lieved that several of the emission limits 
were not sufficient to protect ambient air 
quality standards. On December 14. 1976. 
both parties agreed that the Agency 
would solicit and respond to additional 
comments on the adequacy of the re¬ 
vised emission limits now in effect. 


A notice to this effect was published in 
the Federal Register, Vol. 41, No. 252. 
December 30, 1976, on page 56885. The 
reopened comment period was to last 
until March 1. 1977. NRDC has since 
requested an additional 30 days in which 
to prepare cqpunents and submit them to 
EPA. The purpose of this notice is to 
provide public notice to the effect that 
EPA will continue to receive and evalu¬ 
ate comments through March 31. 1977, 
in accordance with NRDC’s request. 

As the result of this extension, any 
other dates mentioned In the December 
30, 1976, notice may also be extended. A 
description of the points at issue and ad¬ 
ditional background Information relat¬ 
ing to the Kentucky Implementation plan 
and this review thereof can be found In 
the Federal Register Lssue described 
above. 

Comments should be addressed to the 
Air Programs Branch. U.S. Environ¬ 
mental Protection Agency, Region IV. 
345 Courtland Street, NE, Atlanta. 
Georgia 30308. Attention: Mr. John 
Eagles (404/881-2864). Comments must 
be received on or before March 31. 1977. 
to receive consideration. All pertinent 
documents will be available to the pub¬ 
lic at the above address throughout the 
comment period during normal business 
hours (8:15 am.-4:45 p.m. f Monday- 
Friday). 

Dated: March 7,1977. 

Jack E. Ravan, 

Regional Administrator. 

Region IV. 

I PR Doc.77-8263 Piled 3-21-77:8:45 »m| 


DEPARTMENT OF AGRICULTURE 

Agricultural Research Service 

NATIONAL ARBORETUM ADVISORY 
COUNCIL 

Public Meeting 

Pursuant to the provisions of the Fed¬ 
eral Arvisory Committee Act of Octo¬ 
ber 6. 1972, (Pub. L. 92-463, 86 STAT. 
770-776), notice is hereby given that a 
public meeting of the National Arbore¬ 
tum Advisory Council will be held on 
April 17-19. 1977. at the UJ5. National 
Arboretum. Washington. D.C. The meet¬ 
ing will convene at 2:30 pm on April 17 
and 9:00 am on April 18 and 19. The 
meeting will be open to the public. 


In addition to the regular meeting of 
the Council there will be a ribbon- 
cutting for the New York Avenue en¬ 
trance to the Arboretum and a tree 
planting ceremony on April 17. 

The Council reviews progress relating 
to the Arboretum's mandate which is re¬ 
search and education concerning trees 
and plant life. The Council submits its 
findings and recommendations to the 
Secretary of Agriculture. 

Details of the meeting may be ob¬ 
tained from Dr. Hugo O. Graumann, 
Executive Secretory. National Arbore¬ 
tum Advisory Council. Agricultural Re¬ 
search Service. U.S. Department of 
Agriculture, Room 324 Administration 
Building, Washington, D.C. 20250. The 
telephone number is Area Code 202. 
447-3961. 

Any person may file a written state¬ 
ment with the Executive Secretary be¬ 
fore or after the meeting. 

Done at Washington, D.C. this 17th 
day of March, 1977. 

T. W. Edminster. 

Administrator. 

fPR Doc.77-8491 Filed 3-21-77:8:45 ara( 


Forest Service 

MALHEUR NATIONAL FOREST GRAZING 
ADVISORY BOARD 

Meeting 

The Malheur National Forest Grazing 
Advisory Board will meet at 1:00 pjn. 
on May 4. 1977, in the upstairs confer¬ 
ence room at the Malheur National For¬ 
est Supervisor’s Office, 139 N.E Dayton 
Street, John Day. Oregon. 97845. 

The meeting is the annual meeting of 
the board. Purpose of this meeting is to 
elect new officers and review proposed 
plans for the 1977 grazing season. 

The meeting will be open to the general 
public. Persons Interested in presenting 
a subject at the meeting may file a re¬ 
quest and brief before the meeting with: 

Robert L. 8torch. Secretary Designate. Mal¬ 
heur National Forest Grazing Advisory 

Board. Malheur National Porent. 139 NE. 

Dayton Street. John Day. Oregon 07845. 

Written statements may be filed with 
the board before or after the meeting. 

Dated: March 14.1977. 

Dale L. Robinson, 

Acting Forest Supervisor. 

|FR Doc.77-8407 Filed 3-21-77; 8:45 am) 


Office of the Secretary 

COMPREHENSIVE REVIEW OF USDA 
ADVISORY COMMITTEES 

March 17, 1977. 

Pursuant to OMB Circular No. A-63. 
Transmittal Memorandum No. 5. notice 
Is hereby given that the Department of 
Agriculture is conducting its annual 
comprehensive review of all USDA ad¬ 
visory committees. This review Is re¬ 
quired by Pub. L. 92-463. the Federal 
Advisory Committee Act. 
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The result* of this review will be used 
as the basis for determining which 
advisory committees should be con¬ 
tinued. The committees being reviewed 
arc: 

Agricultural Research Policy Advisory Com¬ 
mittee 

National Agricultural Research Planning 
Committee 

Advisory Council on Child Nutrition 
Committee of Nine 

Animal and Plant ITealth Inspection Service 
Consumer Advisory Committee 
Cooperative Forestry Research Advisory 
Board 

Cooperative Forestry Research Advisory 
Committee 

Advisory Committee on Foreign Animal 
Diseases 

General Conference Committee of the Na¬ 
tional Poultry Improvement Plan 
Advisory Committee on Hog Cholera 
National Arboretum Advisory Committee 
Advisory Committee on Nutrition Evaluation 
Advisory Committee on Meat and Poultry 
Inspection 

Perishable Agricultural Commodity Act— 
Industry Advisory Committee 
Plant Variety Protection Board 
National Advisory Committee on Safety in 
Agriculture 

Public Advisory Committee on Soil and Wa¬ 
ter Conservation 

Advisory Committee for the UB Meat Ani¬ 
mal Research Center 

Oregon Dunes National Recreation Area 
Advisory Council 

Pacific Crest National Scenic Trail Advisory 
Committee 

Advisory Committee on State and Private 
Forestry 

Citizen* Advisory Committee on Civil Right* 
Cattle Industry Advisory Committee 
Expert Panel on Nitrites and Nitrosamlues 
Joint Advisory Committee on Agricultural 
Statistic* 

National Plant Genetics Resources Board 
National Consumer Advisory Committee 
Forest Pest RAD Program Board 
QuctJco-Superlor Committee 
Advisory Committee on Poultry Health 
Agricultural Technical Advisory Committee 
for Trade Negotiations on Cotton 
Agricultural Technical Advisory Committee 
for Trade Negotiations on Dairy 
Agricultural Technical Advisory Committee 
for Trade Negotiations on Prult* and 
Vegetables 

Agricultural Technical Advisory Committee 
for Trade Negotiations on Grain and 
Feeds 

Agricultural Technical Advisory Committee 
for Trade Negotiations on Livestock and 
Livestock Product* 

Agricultural Technical Advisory Committee 
for Trade Negotiations on Oilseeds and 
Products 

Agricultural Technical Advi»ory Committee 
for Trade Negotiation* on Poultry and Egg* 
Agricultural Technical Advisory Committee 
for Trade Negotiations on Tobacco 
Agricultural Policy Advisory Committee for 
Trade Negotiations 
Advisory Committee on Salmonella 
Advisory Committee on Regulatory Programs 
Apache National Forest Grazing Advisory 
Board 

Bighorn National Forest Grazing Advisory 
Board 

Boise National Forest Grazing Advisory Board 
Advisory Committee to the Forest Service. 
California Region 

Caribou National Forest Grazing Advisory 
Board 

Carrizo Grazing Advisory Board 
Cascade Head Scenic-Research Area Advisory 
Council 


Challla National Forest Livestock Advisory 
Board 

Cibola National Forest Grazing Advisory 
Board 

Coconino National Forest Grazing Advisory 
Board 

Condor Advisory Committee 
Deschutes National Forest Cattlemen's and 
Woolgrower's Advisory Board 
Distributors Advisory Committee 
Flue-Cured Tobacco Advisory Committee 
Fremont National Forest Grazing Advisory 
Board 

Gila National Forest Grazing Advisory Board 
Gunnison Valley Forest Grazing Advisory 
Board 

Hop Marketing Advisory Board 
Humboldt National Forest Grazing Advisory 
Board 

Klamath National Forest Grazing Advisory 
Board 

Lyndon B. Johnson National Grasslands 
Grazing Advisory Board 
Malheur National Forest Grazing Advisory 
Board 

Mantl-LaSal National Forest—Mantl Divi¬ 
sion Grazing Advisory Board 
Medicine Bow National Forest Grazing Ad¬ 
visory Board 

Miguel District Grazing Advisory Board 
Modoc National Forest Grazing Advisory 
Board 

Montezuma Section. Ban Juatt Graving Ad¬ 
visory Board 

Nebraska National Forest Grazing Advisory 
Board 

North Katbab Grazing Advisory Board 
Northeastern Forest Research Advisory Com¬ 
mittee 

Ouray District Grazing Advisory Board 
Prescott National Forest Grazing Advisory 
Board 

National Advisory Council on Maternal. In¬ 
fant. and Petal Nutrition 
Rio Grande National Forest Grazing Advi¬ 
sory Board 

Routt National Forest Grazing Advisory 
Board 

Samuel R. McKelvic National Forest Grazing 
Advisory Board 

San Isabel National Forest Grazing Advisory 
Board 

San Juan Sectlou. San Juan Grazing Advi¬ 
sory Board 

Santa Fe National Forest Grazing Livestock 
Advisory Board 
Shipper* Advisory Committee 
Bhoshone National Forest Livestock Advi¬ 
sory Board 

Sitgrcaves National Forest Grazing Advisory 
Board 

South Kalbab Grazing Advisory Board 
SpearfUh District Grazing Advisory Board 
Stanislaus Forest-Wide Livestock Advisory 
Board 

Taos-Pennaco-Quests Division Grazing Ad¬ 
visory Board 

Tlmp&s Unit Grazing Advisory Board 
Tonto National Forest Graying Advisory 
Board 

Uinta National Forest Grazing Advisory 
Board 

Umatilla National Forest Grazing Advisory 
Board 

Union County Orazlng Advisory Board 
Wallowa-Whitman National Forest Grazing 
Advisory Board 

Wlnema National Forest Grazing Advisory 
Board 

Tierra Amarllla Division Grazing Advisory 
Board 

Ochooo National Forest Grazing Advisory 
Board 

Caddo National Grasslands Orazlng Advisory 
Board 

Comment* on the continuation or ter¬ 
mination of any of these advisory com¬ 


mittees may be directed to C. It. Hanna, 
Jr.. Assistant Director, Management. 
Office of Managmcnt and Finance. U.S 
Department of Agriculture. Washington 
D.C. 20250. 

The public is invited to coment on any 
of the advisory committees of USDA at 
any time. However, to insure that com¬ 
ments submitted pursuant to this notice 
are received in time for consideration 
during this review, all such comments 
should be submitted no later than April 
ft. 1977. 

All written submissions made pursu¬ 
ant to this notice shall be made available 
for public inspection at the office of the 
Assistant Director, Management during 
regular business hours. 

J. Paul Bolduc. 

Assistant Secretary 
for Administration. 

I PR Doc.77 8496 Filed 3-21-77:8:46 am | 


CIVIL AERONAUTICS BOARD 

(Docket 29123 Agreement C A B 26487 
R-l through R-ll J 

INTERNATIONAL AIR TRANSPORT 
ASSOCIATION 

Passenger Fares and Currency Matters: 

Agreement 

Issued under delegated authority, 
March 11.1977. 

An agreement has been filed with the 
Board pursuant to section 412(a) of the 
Federal Aviation Act of 1958 (the Act) 
and Part 261 of the Board s Economic 
Regulations between various air carriers, 
foreign air carriers, and other carrier? 
embodied in the resolutions of Traffic 
Conference 2 of the International Air 
Transport Association iIATA). The 
agreement was adopted at the Recon¬ 
vened 7th Meeting of Traffic Conference 
2 held in Cannes, France on February 
7. 1977. 

The agreement, which only affects air 
transportation indirectly, would estab¬ 
lish new fare levels between points with¬ 
in Africa effective April 1, 1977 through 
March 31. 1978. The agreement also es¬ 
tablishes currency-related adjustment 
factors for fares between points within 
TC2 <Europe/Africa/Middle East>, ex¬ 
cept wholly within Europe, which are in¬ 
tended to relate local currency selling 
fares more closely to fluctuating foreign 
exchange values. We will approve tho?c 
portions of the agreement governing 
fares which arc combinabie with fares 
to/from United States points and thu^ 
have indirect application in air trans¬ 
portation as defined by the Act. Jurisdic¬ 
tion will be disclaimed on the balance 
of the resolutions which govern noncom- 
binable fares and thus have no applica¬ 
tion in air transportation. 

Pursuant to authority duly delegated 
by the Board in the Board's Regulations. 
14 CFR 385.14 : 

1. It is not found that the following 
resolutions, incorporated in the agree¬ 
ment as indicated and which have in¬ 
direct application in air transportation 
as defined by the Act, are adverse to the 
public interest or in violation of the Act: 
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A.-rwrorot I AT A TM* Application 

CAB No. 

R.i_ 001b TC3-8r*rtml Fffectlrrtiri* Rrooliitkm (TlHn)-5 (wtlhln Africa). 

R-2. 00! II, Fpwtil F.se«p< Rfnoiution Within Africa-—--2. 

K-3. 002 Standard Ur* doptlon Rrootatton.—.. 2 (within Africa). 

K -4 _ 022b TC3 <E*cn»t Within Europe) Ad|u*tjn*nt Factor* for ?a!« Do. 

of r»»mcer Air Transport&Uoo (New). . 

R-$_ 062 TC2 FlrobCIa* Farro...... Da 

R-4. Ota TC2 Kconomy-CUse Trtm ..—.. Da 

2. It Is not found that the following resolutions. Incorporated In the agreement as 
indicated, affect air transportation within the meaning of the Act: 

Axemen! IATA Title Application 

CAB No. 

mU/ff 

R-T. 072b TC2 Creative Farr* F.icept Europe ( Itadoptln* and Amend- 1 2 

K-S.-073a TC? 5 Night Fare* SsJul-ury/Bula^rnyoJoiiAiuw-sbur* (Re- 2 

adoptin* and Arnendmm. 

K-9..(T76» Affinity Group Farr* Within Africa t Readoptin* and Amend- 3 

In*). 

R-10l _ QBIf TC2 Group fnclttdreTour Farot—Withln Africa <KtadopUn* 2 

and AnvrndiTvf). 

R-ll.(plf TC2 Family Farro-WIthln Africa (Readoptln* and Amend- 2 

in*). 

i Within Africa. 


Accordingly, it is ordered, that: 

1. Those portions of Agreement C.A.B 
26487 described in finding paragraph 1 
above and which have indirect applica¬ 
tion in air transportation as defined by 
the Act, be and hereby are approved: and 

2. Jurisdiction be and hereby is dis¬ 
claimed with respect to those portions 
of Agreement C.A3. 2647 described in 
finding paragraph 2 above. 

Persons entitled to petition the Board 
for review of this order pursuant to the 
Board's Regulations. 14 CFR 385.60. may 
hie such petitions within ten days after 
the date of service of this order. 

This order shall be effective and be¬ 
come the action of the Civil Aeronautics 
Board upon expiration of the above peri- 
cxi.'unless within such a period a petition 
for review thereof is filed or the Board 
gives notice that It will review this order 
on its own motion. 

This order will be published in the 
Federal Register. 

James L. Dcegan. 

Chief . Passenger and Cargo Rates 
Division, Bureau of Economics. 

Phyllis T. Kaylor, 
Secretary. 

IFR Doc.77-8398 Filed 3-21-77:8:45 am| 


[Docket 29001; Order 77-3-971 

SOUTHERN AIRWAYS. INC., AND 
TRANS WORLD AIRLINES INC. 

Order Denying Request for Waiver of 
Environmental Regulations 

On December 23. 1976. Trans World 
Airlines filed a request for a waiver from 
compliance with ordering paragraph 9 
of Order 76-12-1 and. thereby, a waiver 
from Part 312 of the Board’s Procedural 
Regulations requiring the filing of envi¬ 
ronmental evaluations. TWA claims that 
It is not an applicant for authority in 


this proceeding 1 * * * and. at most, will only 
be transferring unused authority to an¬ 
other carrier. Thus, argues TWA. re¬ 
quiring it to file an environmental 
evaluation is unnecessary since there 
would, ipso facto . be no major Federal 
action. 

Upon consideration of TWA’s request 
and all relevant considerations, we have 
decided to deny the application for 
waiver. In accordance with Part 312 of 
the Board’s Procedural Regulations, 
especially the applicable portions of sec¬ 
tion 312 9. the Board, in Order 76-12-1, 
determined that an environmental 
evaluation by all applicants was neces¬ 
sary for proper consideration of envi¬ 
ronmental factors in this case. In its 
request, TWA has shown no good cause 
for reversing that determination. 
Accordingly it is ordered. That: 

Trans World Airline's request for 
waiver of the Board s regulations be and 
it hereby is denied. 

This order will be published in the 
Federal Register. 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor. 

Secretary, 

|FR Doc.77-3487 Filed 3-21-77:8:45 am) 


DELETION OF ITEM FROM MEETING 
AGENDA 

Revised Agenda 

TIME AND DATE: 10:00 A.M.— 
March 17. 1977. 

PLACE: Room 1027. 1825 Connecticut 
Avenue. N.W., Washington. D.C. 20428. 

SUBJECT: 1. Docket 29712. Air Cali¬ 
fornia and Docket 29831. Pacific Amerl- 


1 TWA and Southern Airways have applied 

for approval of an agreement, which If ap¬ 

proved. would transfer, for monetary con¬ 

sideration. certain operating authority now 

held by TWA to Southern. 


can Airlines, Inc.—applications for dis¬ 
claimer of Jurisdiction or exemption to 
perform certain interstate contract 
flights. 

8TATTJS: Open. 

PERSON TO CONTACT: 

Phyllis T. Kaylor. the Secretary, (202) 
673-5068. 

SUPPLEMENTARY INFORMATION: 
In order to meet the deadlines for the 
preparation of legislative testimony 
dealing with matters of regulatory re¬ 
form. the scheduled meeting must be 
limited to one item. Accordinglv. the 
dLscussion of Docket 30314. 8PDR-53. 
Part 370 will be deleted from the agenda 
of the March 17,'1077 meeting and will 
be rescheduled for discussion at an 
open meeting to be held on 
March 24. 1977. 

Accordingly, the following Board 
Members have voted that agency busi¬ 
ness requires the deletion of Item One, 
Docket 30314. SPDR-53 Part 370- 
Employee Responsibilities and Conduct 
from the meeting scheduled for 
March 17. 1977 and that no earlier an¬ 
nouncement of the change was possible: 

Chairman John E Robson, Vice Chairman 
Richard J. O'Mella. Member Lee R. West, 
and Member R. Tenney Johnson. 

Member O. Joseph Minotti did not 
participate. 

[FR Doc.77-3484 Filed 3-24-77;8:45 im] 


MEETING 

The CAB will meet: 

TIME AND DATE: 10:00 A.M.—March 
23.1977. 

PLACE: Room 1027, 1825 Connecticut 
Avenue. N.W., Washington, D C. 20428. 

SUBJECT: Oral Argument, Docket 
22162, Sullivan County Case. 

STATUS: Open. 

PERSON TO CONTACT: 

Phyllis T. Kaylor. The Secretary. (202) 
673-5068. 

[FR Doc.77-8436 Filed 3-21-77:8.45 am) 


MEETING 

The CAB will meet: 

TIME AND DATE: 3:00 P.M.—March 18. 
1977. 

PLACE: Room 1011. 1825 Connecticut 
Avenue. N.W., Washington. D C. 20428. 

SUBJECT: Briefing by Ambassador 
Boyd on U.S.-U K , Talks Held In Lon¬ 
don. February 28-March 11. 1977. 

STATUS: Closed. 

PERSON TO CONTACT: 

Phyllis T. Kaylor, The Secretary. (202) 
673-5068. 

SUPPLEMENTARY INFORMATION: 
Ambassador Boyd has only recently re¬ 
turned to this country and Is able to brief 
the Board on March 18.1977. The follow- 
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In* Members have voted that agency 
business requires that the Board be 
briefed at the earliest po&sible time and 
that no earlier notice of the meet in ft was 
possible: 

Chairman John E. Robson. Vice Chairman 
Richard J. O’Melta, Member G. Joseph Ml- 
netti. Member Lee R. West, and Member 
R. Tenney Johnson. 

Additionally, the following Members 
have voted that the meeting will be 
closed to public observation under 5 
U S.C. 552b<c> (9> and 14 CFR 310b.5 
(9> <B>: 

Chairman John E. Robson. Vice Chairman 
Richard J. O'Mel la. Member O Joseph 
Minettl. Member Lee R West, and Mem¬ 
ber R. Tenney Johnson. 

Explanation of the Closing 

This meeting will concern the on-going 
UB.-U.K. negotiations and the position 
to be taken by the United States during 
these negotiations. Public disclosure, 
particularly to foreign governments, of 
opinions, evaluations, and strategies in 
the negotiations could seriously com¬ 
promise the ability of the United States 
Delegation to achieve an agreement 
which would be in the best interests of 
the United States. Accordingly, the 
Board finds that public observation of 
this meeting would involve matters the 
premature disclosure of which would be 
likely to significantly frustrate imple¬ 
mentation of proposed agency action 
within the meaning of the exemption 
provided under 5 U.SC. 552b<cH9MB* 
and 14 CFR section 310b.5(9WB> and 
that the meeting wiil be closed. 1 

Pfesonm Expected to Attend 

DOAftD MEMDEItS 

Chairman John E Robson. Vice Chairman 
Richard J. O'Mclla. Member O. Joseph 
Minettl. Member Lee R. Weet. and Mem¬ 
ber R. Tenney Johnson. 

DOAXD STAFF 

Mr. Howard A Cohen. Special Counsel to the 
Chairman. Mr. Ellas C Rodriquez, Execu¬ 
tive Assistant to Vice Chairman: Mr Fred¬ 
eric D Rough tel tng. Assistant to Member 
Minettl; Mr. Charles M Palmer. Assistant 
to Member West: Mr. Robert E Cohn. 
Assistant to Member Johnson: Mr John R, 
Hancock. Staff Assistant to Chairman: Mr. 
Charles E. Rains, Legal Assistant to Mem¬ 
ber Wpm. Mr Jamas L Casey. Legn. 
ftlstant to Member Minettl: and Ms Deb¬ 
orah A Lee. Recorder. 

OTKXA 

Ambassador Alan Boyd, Department of State: 
Dr Stephen Piper. Assistant to AmhiiKsa- 
dor Alan Boyd; and Ma Rose BaxliUo. Al- 
derson Reporting Company 

James C. Schultz. 

General Counsel. 

March 16, 1977 

|FR Doc.77-8485 Filed 3-21-77:8:45 am| 


1 Copy of certification by General Counsel 
filed as part of the original document 


COMMISSION ON CIVIL RIGHTS 
STATE ADVISORY COMMITTEES 
Comprehensive Review 

In accordance with the Office of Man¬ 
agement and Budget «OMB> Circular 
Number A-63. Transmittal Memorandum 
Number 5, the US. Commission on Civil 
Rights has begun its annual comprehen¬ 
sive review of its 51 State Advisory Com¬ 
mittees to determine: (a) whether such 
committees are carrying out their pur¬ 
pose: <b> whether consistent with the 
provisions of applicable statutes, the 
responsibilities assigned to them should 
be revised: fc> whether they should be 
merged with other Advisory Committees; 
or <di whether they should be abolished 

The U S. Commission on Civil Rights 

The United States Commission on Civil 
Rights, created by the Civil Rights Act of 
1957. is an independent, bipartisan 
agency of the executive branch of the 
Federal Government By the terms of the 
Act. as amended, the Commission is 
charged with the following duties per¬ 
taining to denials of the equal protection 
of the law's based on race, color, sex, 
religion, or national origin: investigation 
of individual discriminatory denials of 
the right to vote: study of legal develop¬ 
ments with respect to denials of the equal 
protection of the law; appraisal of the 
laws and policies of the United States 
with respect to denials of equal protec¬ 
tion of the law r : maintenance of a na¬ 
tional clearinghouse for information re¬ 
specting denials of equal protection of 
the law; and investigation of patterns or 
practices of fraud or discrimination in 
the conduct of Federal elections. The 
Commission is also required to submit re¬ 
ports to the President and the Congress 
at such times as the Commission, the 
Congress, or the President shall deem 
desirable 

The State Advisory Committees 

An Advisory Committee to the United 
States Commission on Civil Rights has 
been established In each of the 50 States 
and the District of Columbia pursuant 
to section 105<c) of the Civil Rights Act 
of 1957 as amended. The Advisory Com¬ 
mittees are made up of responsible per¬ 
sons who serve without compensation. 
Their functions under their mandate 
from the Commission are to: advise the 
Commission of oil relevant information 
concerning their respective States on 
matters within the jurisdiction of the 
Commission; advise the Commission on 
matters of mutual concern in the prep¬ 
aration of reports of the Commission to 
the President and the Congress: receive 
reports, suggestions, and recommenda¬ 
tions from individuals, public and pri¬ 
vate organizations, and public officials 
upon matters pertinent to inquiries 
conducted by the State Advisory Com¬ 


mittee; initiate and forward advice and 
recommendations to the Commission 
upon matters in which the Commission 
shall request the assistance of the State 
Advisory Committee; and attend, as ob¬ 
servers. anv open hearing or conference 
which the Commission may hold within 
the State. 

Responses 

The review’ Is being conducted under 
the auspices of the Staff Director of the 
Commission. Any person wanting to 
comment may do so in writing; re¬ 
sponses received no later than April 8. 
1977. bv Mr. John A. Buggs. Staff Di¬ 
rector. U.S. Commission on Civil Rights. 
1121 Vermont Avenue. N.W.. Room 800 
Washington. D.C. 20425. will be con¬ 
sidered. 

Dated at Washington, D C., March 17. 
1977. 

For the Staff Director. 

Lotus Nunez, 
Deputy Staff Director. 

|FR Doc.77-8480 Filed 3-21-77.8:45 am| 

CIVIL SERVICE COMMISSION 

DEPARTMENT OF COMMERCE 

Title Change in Noncareer Executive 
Assignment 

By notice of September 16, 1975, FR 
Doc. 75-24596 the Civil Service Commis¬ 
sion authorized the Department of Com¬ 
merce to fill by noncarcor executive 
assignment the position of Deputy Under 
Secretary for Field Programs, Office of 
the Secretary. Immediate Office. This Is 
notice that the title of this position Is 
now being changed to Deputy Under 
Secretary for Regional Affairs, Office of 
the Secretary. Office of Regional Affairs 

United States Civil Serv¬ 
ice Commission. 

James C. Spry. 

Executive Assistant to the 
Commissioners. 

fFR Doc 77 8424 Filed 3-21 77;8:45 ami 


ENVIRONMENTAL PROTECTION AGENCY 

Grant of Authority To Make a Noncareer 
Executive Assignment 

Under authority of section 9.20 of Civil 
Service Rule IX *5 CFR 9.20), the Civil 
Service Commission authorizes the Envi¬ 
ronmental Protection Agency to fill by 
noncareer executive assignment in the 
excepted service two positions of Special 
Assistant to the Administrator. Office 
of the Administrator. 

United States Civil Serv¬ 
ice Commission, 

James C. Spry. 

Executive Assistant to the 
Commissioners. 
(Fit Doc.77-8425 Filed 3-21-77:8:45 uxn| 


KDCftAl REGISTER VOL 42. NO 55—TUESDAY, MARCH 22. 1977 









NOTICES 


15453 


DEPARTMENT OF COMMERCE 

Economic Development Administration 

KWIK OFFSET PLATE SERVICE, INC. 

Determination of Eligibility To Apply for 
T/ade Adjustment Assistance 

A petition by Kwik Offset Plate Serv¬ 
ice. Inc.. 1100 West 32nd Street. New 
York. New York 10001, a producer of off¬ 
set plates and negatives for printing, 
was accepted for filing on March 14. 
1977. pursuant to section 231 of the 
Trade Act of 1974 (Pub. L. 93-618* and 
{315.23 of the Adjustment Assistance 
Regulations for Firms and Communities 
(13 CFR Part 315). Consequently, the 
United States Department of Commerce 
has initiated an investigation to deter¬ 
mine whether increased imports into the 
United States of articles like or directly 
competitive with those produced by the 
firm contributed importantly to total or 
partial separation of the firm's workers, 
or threat thereof, and to a decrease in 
sales or production of the petitioning 
firm. 

Any party having a substantial inter¬ 
est in the proceedings may request a 
public hearing on the matter. A request 
for a hearing must be received by the 
Chief. Trade Act Certification Division, 
Economic Development Administration, 
U-S. Department of Commerce. Wash¬ 
ington. D.C. 20230, no later than the 
close of business of April 1. 1977. 

Jack W Osrurn. Jr., 
Chief. Trade Act Certification 
Division. Office of Planning 
and Program Support. 

I PR Doc.77-8412 Piled 3-21-77; 8:45 am| 


TARRA HALL CLOTHIERS, INC. 

Determination of Eligibility To Apply for 
Trade Adjustment Assistance 

A petition by Tarra Hall Clothiers. 
Inc.. 162 Fifth Avenue. New York. New 
York 10010. a producer of men's suits, 
sportcoats and slacks, was accepted for 
filing on Murch 15, 1977. pursuant to 
Section 251 of the Trade Act of 1974 
<Pub. L. 93-618) and Section 315,23 of 
the Adjustment Assistance Regulations 
for Firms and Communities (13 CFR 
Part 315). Consequently, the United 
States Department of Commerce has 
initiated an investigation to determine 
whether increased imports Into the 
United States of articles like or directly 
competitive with those produced by the 
firm contributed importantly to total or 
partial separation of the firm's workers, 
or threat thereof, and to a decrease in 
sales or production of the petitioning 
firm. 

Any party having a substantial inter¬ 
est in the proceedings may request a 
public hearing on the matter. A request 
for a hearing must be received by the 
Chief, Trade Act Certification Division, 
Economic Development Administration, 
U.8 Department of Commerce. Wash¬ 


ington. D.C. 20230, no later than the 
close of business of April 1, 1977. 

Jack W. Osburn. Jr., 
Chief. Tirade Act Certification 
Division . Office of Planning 
and Program Support. 

(PR Doc.77-8411 Filed 3-21-77:8 45 am] 


National Oceanic and Atmospheric 
Administration 

NEW ENGLAND FISHERY MANAGEMENT 
COUNCIL 

Amended Notice of Public Meeting 

Notice is hereby given of a change in 
location for the meeting of the New 
England Fishery Management Council 
which appeared in the Federal Register 
on March 14, 1977, Volume 42, Number 
49. The meeting scheduled to be held at 
the Holiday Inn. Junction of Route 1 
and 128. Peabody. Massachusetts, on 
April 13-14. 1977. will now be held at the 
Coast Guard Academy, New London, 
Connecticut. An additional item will be 
added to the agenda. •'Council Ground- 
fish Plan Regulations." The dolly con¬ 
vening times remain unchanged. 

Winfred H. Meibohm. 

Associate Director . 

National Marine Fisheries Service . 

March 16.1977, 

|PR Doc.77-8441 Piled 3-21-77:8:45 ami 


WESTERN PACIFIC FISHERY 
MANAGEMENT COUNCIL 

Statement of Organization, Practices, and 
Procedures 

Pursuant to section 302(fH6)*of the 
Fishery Conservation and Management 
Act of 1976 (Pub L. 94-265). each Re¬ 
gional Fishery Management Council is 
responsible for determining its organiza¬ 
tion and prescribing its practices and 
procedures for carrying out Us functions 
under the Act in accordance with such 
uniform standards as are prescribed by 
the Secretary of Commerce. Further, 
each Council must publish and make 
available to the public a statement of Us 
organization, practices, and procedures. 
As required by the Act, the Western Pa¬ 
cific Fishery Management Council has 
prepared and is hereby publishing Us 
Statement of Organization. Practices, 
and Procedures. 

Dated: March 17. 1977. 

Winfred H. Meiboiim, 

♦ Associate Director. 

National Marine Fisheries Service. 

The Western Pacific Fishery Manage¬ 
ment Council, created by Section 302 
«a m 7» of the Fishery Conservation and 
Management Act of 1976 (the "Act"), 
hereby publishes a Statement of Orga¬ 
nization. Practices, and Procedures, as 
required by Section 302 <Ih 6> of the 


Act. This Statement of Organization. 
Practices, and Procedures for carrying 
out the Council's functions under the 
Act, was adopted by the Council during 
its public meeting held on February 1-4, 
1977 In Honolulu. Hawaii. Copies may 
be obtained by writing the Executive 
Director, Western Pacific Fishery Man¬ 
agement Council. 1164 Bishop Street. 
Room 1506. Honolulu. Hawaii. 

The Council's permanent offices are 
located at 1164 Bishop Street. Room 
1506, Honolulu. Hawaii 96813. Telephone 
Number (808 > 523-1758. 

t. Name of council 

The full name of the organization is 
"Western Pacific Regional Fishery Man¬ 
agement Council." For convenience, it 
is variously referred to as the "Western 
Pacific Fishery Council" or the "West¬ 
ern Pacific Council*' or by its initials 
"WPRFMC". 

2. Location of offices 

The Council s headquarters office Is at 
1164 Bishop Street. Room 1506. Hono¬ 
lulu. Hawaii 96813. The Council has 
decided in principle to establish "satel¬ 
lite" liaison offices in Guam and Amer¬ 
ican Samoa at some future lime. 

3 Legal authority 

The Council is authorized by the Fish¬ 
ery Conservation and Management Act 
Of 1976. Pub. L. 94-265 (90 Stat. 331). 

4 . Purpose 

The Council Ls to: 

A. Prepare and submit to the Secre¬ 
tary of Commerce a fishery management 
plan for each fishery within its geo¬ 
graphical area of authority and. from 
time to time, necessary amendments to • 
each plan: 

B. Prepare comments on any appli¬ 
cation for foreign fishing transmitted 
to it by the Secretary of State, and on 
any fishery management plan or 
amendment transmitted to it by the Sec¬ 
retary of Commerce; 

C. Conduct public hearings at appro¬ 
priate times and locations in the geo¬ 
graphic area concerned, so as to allow 
all interested persons an opportunity to 
be heard in the development of fishery 
management plans and amendments to 
such plans, and with respect to the ad¬ 
ministration and implementation of the 
provisions of the Fishery Conservation 
and Management Act; 

D. Submit to the Secretary of Com¬ 
merce: 

1. A report, before February 1 of each 
year, on the Council’s activities during 
the immediately preceding calendar year. 

2. Such periodic reports as the Coun¬ 
cil deems appropriate, and 

3. Any other relevant reports which 
may be requested by the Secretary of 
Commerce; 

E. Review* on a continuing basis, and 
revise as appropriate, the assessments 
and specifications made with respect to 
the optimum yield from, and the total 
allowable level of foreign fishing in. each 
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fishery within Its geographic area of au¬ 
thority; and 

F. Conduct any other activities which 
are necessary and appropriate to the 
foregoing functions. 

5. Council composition 

The Western Pacific Regional Fishery 
Management Council comprises the State 
of Hawaii and the Territories of Guam 
and American Samoa, and has authority 
over the fisheries in the Pacific Ocean 
seaward of those islands. The Council has 
14 members, including 11 voting mem¬ 
bers. of whom 7 are appointed by the Sec¬ 
retary of Commerce, with the require¬ 
ment that at least one shall be appointed 
from each of the three component areas. 

The voting members of the Council 
are: 

A. The principal official with marine 
fishery management responsibility In the 
Governments of Hawaii, Guam and 
American Samoa, or the designee of 
such official: 

B. The Director of the Southeast Re¬ 
gion of the National Marine Fisheries 
Service, or his designee; and 

C. Seven appointed members from 
Hawaii. Guam and American Samoa, 

The non-voting members of the Coun¬ 
cil are: 

A. The Director of U S. Fish and Wild¬ 
life Service Region 1. or his designee; 

B. The Commander of the 14th Coast 
Guard District, or his designee; and 

C. A representative of the U.S. Depart¬ 
ment of State. 

6. Officers and terms of office 

The Council elects a Chairman and 
two Vice-Chairman, with a term of office 
of one year each. By custom, one officer is 
elected from each of the three component 
areas. 

7. Staff 

A. Composition : The staff of the Coun¬ 
cil comprises an Executive Director, and 
Administrative Officer and a Secretary 
and such other staff as are necessary to 
carry out Council activities. 

B. Functions: The staff is responsible 
for administration and execution of 
Council operations. Functions include 
budget preparation, financial manage¬ 
ment. procurement, coordination of 
planning efforts, liaison with and among 
Council committees, advisory panels and 
planning teams, maintenance of Council 
records, correspondence, preparation of 
required Council reports and other ad¬ 
ministrative activities. 

C. Employment Practices: The Council 
is an equal opportunity employer in full 
compliance with all requirements of the 
non-discrimination clause attached to 
this Statement. Council staff positions 
are filed solely on the basis of merit, fit¬ 
ness. competence and qualifications. 

1. In setting rates of pay for Council 
staff, the principle of equal pay for sub¬ 
stantially equal work is followed. Varia¬ 
tions in basic rates of pay are in pro¬ 
portion to substantial differences in the 
difficulty and responsibilities of the work 
performed. 


2. Employees of the Council are 
granted paid leave for Federal holidays, 
vacations or exigencies such as sickness 
or civic duties (jury, military reserve ob¬ 
ligations) as determined by the Council, 
up to a maximum of 20 days of paid an¬ 
nual leave and 13 days of sick leave per 
year. 

3. The Council ofTers its employees the 
opportunity to participate In group med¬ 
ical insurance, life insurance and retire¬ 
ment plans and will pay a reasonable 
proportion of the cost of such plans. 

4. The Council maintains high stand¬ 
ards of ethical conduct for members and 
staff. These standards are based on the 
following principles: 

No employee of the Council shall use 
his or her official authority or influence 
derived from his or her position for the 
purpose of interfering with or affecting 
the result of an election to or a nomina¬ 
tion for any national. State, county or 
municipal elective office. 

No employee of the Council shall be de¬ 
prived of employment, position, work, 
compensation or benefit provided for or 
made possible by the Fishery Conserva¬ 
tion and Management Act on account of 
any politica] activity or lack of such ac¬ 
tivity in support of or in opposition to 
any candidate or any political party in 
any national. State, county or munici¬ 
pal election or on account of his or her 
political affiliation. 

No Council member or employee shall 
pay or offer or promise or solicit or re¬ 
ceive from any person, firm or corpora¬ 
tion. either us a political contribution or 
a personal emolument any money or 
anything of value in consideration of 
cither support or the use of influence, or 
the promise of support or influence, in 
obtaining for any person any appointive 
office, place or employment under the 
Council. 

No employee of the Council shall have 
a direct or indirect financial Interest 
that conflicts with the fair and impartial 
conduct of his or her Council duties. 

No Council member or employee of the 
Council shall use or allow the use. for 
other than official purposes, of informa¬ 
tion obtained through or in connection 
with his or her Council employment 
which has not been made available to the 
general public. 

No Council member or employee shall 
engage m criminal, infamous, dishonest, 
notoriously immoral or disgraceful con¬ 
duct prejudicial to the Council. 

No Council member or employee shall 
use Council property on other than offi¬ 
cial business. Such property shall be 
protected and preserved from improper 
or deleterious operation or use. 

8. Standing committees of council mem - 
bers 

The Western Pacific Council has no 
standing committees of Council mem¬ 
bers. In the event that such a commit¬ 
tee is established in the future, the Coun¬ 
cil will file an amendment to this State¬ 
ment with the required information. 


9. Meetings 

A. Frequency: The Council meets as 
often as is necessary to discharge its du¬ 
ties but meets at least once in each quar¬ 
ter of the fiscal year. 

B Duration: Council meetings.vary in 
duration but at a minimum last at least 
one full day. 

C. Location: Council meetings are 
held in the main population centers of 
the three component areas. Criteria for 
selection of meeting locations include 
the ease of transportation for both the 
Council members and the public. The 
Council endeavors to meet in areas where 
persons reside who might be immediately 
affected by actions taken by the Council 
at the particular meeting. 

D. Agendas: Notice of Council meet¬ 
ings with agenda are published in the 
Federal Register at least 20 days prior 
to the meeting. The Council also Issues 
press releases and uses other media to 
announce time, location and agenda for 
each meeting, 

E Minutes: Minutes are prepared for 
all Council meetings and are made avail¬ 
able to Interested Individuals, groups and 
organizations. 

F. General Rules of Procedure: The 
Council meets at the call of the Chair¬ 
man or upon request of a majority of 
the voting members. Meetings are con¬ 
ducted in a manner to permit the great¬ 
est possible participation by all mem¬ 
bers of the Council and the public. Deci¬ 
sions by consensus are permitted except 
when the issue Is Council approval or 
amendment of a fishery management 
plan (including any proposed regula¬ 
tions) or comments for the Secretary of 
Commerce on foreign fishing applica¬ 
tions or secrctarially-prepared manage¬ 
ment plans, in which cases a vote is re¬ 
quired. 

1. A majority of the voting members 
of the Council constitute a quorum for 
Council meetings, but one or more mem¬ 
bers may be designated by the Council 
to hold hearings. 

2 When there is a vote, a majority of 
the voting members present and voting 
rules. The use of a proxy is not permitted 

3. The Council is required to -conduct 
all meetings and hearings within its geo¬ 
graphic area of responsibility, except 
when inter-regional resources are con¬ 
cerned. 

4. Voting members of the Council who 
dissent on any issue to be submitted to 
the Secretary of Commerce are permit¬ 
ted to submit a statement of their rea¬ 
sons for dissent to the Secretary. 

O. Authority of the Chair: The Chair¬ 
man, or in his absence the Vice-Chair¬ 
man designated by him. convenes and 
presides over Council meetings. The 
Chairman may designate council mem¬ 
bers to serve on such committees as may 
be established and to participate in the 
meetings of the Council's subsidiary* 
bodies. The Chairman may also des¬ 
ignate Council members to officiate at 
public hearings. The Chairman retains 
full voting rights. 
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10. Hearings 

The Council holds public hearings in 
order to provide opportunities for all in¬ 
terested persons to be heard in the de¬ 
velopment of fishery management plans 
and amendments thereto and with re¬ 
spect to the administration and imple¬ 
mentation of the Fishery Conservation 
and Management Act. The Council de¬ 
termines when and where such hearings 
should be held, within the particular 
geographic area concerned. 

A. Conduct: When it is determined 
that a hearing is appropriate, the Chair¬ 
man of the Council designates at least 
one voting member of the Council to of¬ 
ficiate. Conduct of the hearing, beyond 
the stipulation that all points of view be 
given a chAnce for expression, is with¬ 
in the discretion of the hearing official 
under whatever instructions the Council 
may wish to provide. 

B. Notice: Hearings follow the same 
requirements for announcement as 
Council meetings. Advance notice is also 
given in local media where the hearing 
is to take place, in a manner sufficient 
to assure that all interested parties are 
aware of the opportunity to muke their 
views known. 

C. Record: A complete and accurate 
record of the participants and their 
views, obtained by use of either a court 
reporter or detailed minutes, is reported 
back to the Council and maintained as 
part of the Council’s official records. 

11. Scientific and Statistical Committee 

The Western Pacific Council has a 
Scientific and Statistical Committee 
composed of capable scientists and ex¬ 
perts from State and Federal agencies, 
academic institutions and the private 
sector. The membership represents the 
disciplines required for preparation and 
review of fishery management plans. 
The Committee meets at the call of the 
Council or with the approval of the 
Chairman. The general responsibilities 
of the Committee are to: 

A. Identify scientific resources re¬ 
quired for the development of manage¬ 
ment plans and recommend resources 
for planning teams. 

B. Provide a multi-disciplinary blue- 
ribbon committee to review alternative 
management plans and advise the Coun¬ 
cil on their scientific content. 

C. Assist the Council in the develop¬ 
ment. collection and evaluation of such 
statistical, biological, economic, social 
and other scientific Information as Is 
relevant to the Council’s activities. 

12. Advisory panels 

The Council will establish and select 
the members of an advisory panel for 
each fishery management unit for which 
a plan will be developed. Advisory panels 
are accountable to and report to the 
Council, and shall meet with the ap¬ 
proval of the Council Chairman. Advi¬ 
sory panels shall have representation 
from the several groups and interests 
concerned with the management of the 
resource or fishery for which they were 
established. The functions of panels are 


to advise the Council as to fishery man¬ 
agement problems, to provide inputs to 
the work of the appropriate manage¬ 
ment planning team, and to advise the 
Council on the content and effects of 
management plans. 

13. Organization of management plan 
development teams 

A. Organization: Management plan 
development teams (planning teams) 
are working teams of State. Federal and 
non-government specialists. A planning 
team will be established, at the appro¬ 
priate time, for each management unit 
which will be the subject of a planning 
effort. The planning teams will report 
to the Council through the Executive 
Director. 

B. practices and Procedures: Planning 
teams are established by the Council. 
The Scientific and Statistical Committee 
recommends to the Council persons who 
should serve or agencies which should 
be represented on each planning team. 
One member of each team is designated 
as team leader or chairman. The team 
meets or consults as needed with the cor¬ 
responding advisory panel and with the 
Scientific and Statistical Committee, 
with coordination and administrative 
support being provided by the Executive 
Director. The Council is Informed of 
progress periodically. The teams develop 
alternative management plans and thor¬ 
oughly evaluate the effects of each In 
terms of objectives or criteria defined by 
the Council The planning team must 
conduct its planning and evaluation 
work in such a way as to satisfy the re¬ 
quirements of both the Fishery Conser¬ 
vation and Management Act and the Na¬ 
tional Environmental Policy Act. On 
completion of the Initial planning proj¬ 
ect, the resulting set of alternatives Is 
transmitted to the Council through the 
Executive Director. Copies are also trans¬ 
mitted to the Scientific and Statistical 
Committee and the appropriate advisory 
panel for review and comment to the 
Council. The Council evaluates these 
comments and. If necessary, refers the 
plan back to the planning team for fur¬ 
ther work. The revised plan is then sub¬ 
mitted to the Council. When the Council 
Is saUsfted with the plan, it schedules a 
public hearing or hearings to solicit addi¬ 
tional Input from groups or individuals 
who might be affected by future regu¬ 
latory action. Before holding public 
hearings on management alternatives, 
the Council distributes copies of the plan 
widely, so that all whose Interests might 
be affected win have an opportunity to 
review and consider the alternatives 
from which the Council will be making a 
selection. After consideration of public 
comments, the planning team makes 
such revisions of the alternatives as the 
Council deems necessary and it may 
draft proposed regulations. Upon^final 
adoption of a selected alternative, the 
Council transmits the plan. Incorporated 
into a Draft Environmental Impact 
Statement, to the Secretary of Com¬ 
merce for promulgation of implementing 
regulations. 


14. Balance among criteria 

A. Focused responsibility: The orga¬ 
nizational structure of the Council 
clearly relates the decision-making re¬ 
sponsibility of the Council; the advisory 
responsibilities of planning teams, ad¬ 
visory panels and the Scientific and 
Statistical Committee; and the coordi¬ 
nating responsibilities of the Executive 
Director. 

B. Administrative Simplicity: The or¬ 
ganization of the major units of the 
Council Is along major functional lines, 
with clear lines of authority betw r oen 
and within individual units. 

C. Flexibility: There is sufficient flex¬ 
ibility in the structure to allow for vari¬ 
ations within separate units to accom¬ 
modate changes in priorities and condi¬ 
tions. Separate fishery-related advisory 
panels have been .preferred over one 
large comprehensive panel, because the 
former can be established and termi¬ 
nated In parallel with the work of plan¬ 
ning teams and representation can be 
more selective. 

D. Independence and Relevance of 
Science: The Scientific and Statistical 
Committee is a separate and fundamen¬ 
tal unit in the Council's organizational 
structure, and Committee members have 
been selected on the basis of their scien¬ 
tific expertise and standing in their sev¬ 
eral disciplines. This will assure that the 
Council receives independent and objec¬ 
tive scientific advice on alternative man¬ 
agement plans and the consequences of 
these plans. Further, the management 
planning teams will comprise represent¬ 
atives of diverse disciplines and inter¬ 
ests. and these teams will present alter¬ 
native plans nnd evaluations for the 
Council’s consideration. Thus, the plan¬ 
ning teams will not make judgments as 
to whether a particular plan is ••right** 
or ’wrong”, and their evaluations should 
be complete and objective. 

E. Quality of Scientific and Technical 
Information: The selection of highly 
qualified scientists and technical experts 
to serve on the Scientific and Statistical 
Committee will assure that the Council 
will have made available to it the best 
and most relevant information that 
exists. 

F. Minimum Cost: The organizational 
structure described is the mast coat-ef¬ 
fective main s to carry out the Council’s 
functions. Planning teams and advisory 
panels are temporary ad hoc units which 
will function until an management plan 
for a specific fishery has been developed 
and Implemented. This approach pro¬ 
vides the necessary resources for the 
planning effort wihout creating a large, 
permanent organization. Resources can 
be assigned in accordance with shifts 
in priorities. Specialized resources can 
be obtained readily when needed rather 
than being permanently retained at high 
cost. 

15. Financial management system 

Office of Management and Budget 

Circular No. A-110 provides uniform ad¬ 
ministrative requirements applicable to 
the Western Pacific Fishery Council, in- 
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eluding standards for financial manage¬ 
ment. financial reporting, property man¬ 
agement and procurement, and the 
National Marine Fisheries Service has 
furnished the Council with a recom¬ 
mended financial accounting system. 
The Council will operate in full compli¬ 
ance with these standards and recom¬ 
mendations. 

16. Relationship to uniform standards 

for council organization 

This Statement of Organization. Prac¬ 
tices and Procedures is intended to carry 
out and be in compliance with the re¬ 
quirements of the Interim Regulations 
published in the Federal Register on 
September 15. 1976. at Volume 41. No. 
180. pages 39436-39445. 

[TO Doc.77-8442 Filed 3-21-77:8:46 sm| 


DEPARTMENT OF DEFENSE 

ARMED FORCES EPIDEMIOLOGICAL 
BOARD. SUBCOMMITTEE ON DISEASE 
CONTROL 

Open Meeting 

1. In accordance with section 10 
(a)(2) of the Federal Advisory Commit¬ 
tee Act (Pub. L. 92-463• announcement 
Is made of the following committee 
meeting: 

Name of committee: Subcommittee on DU- 
ease Control of the Armed Forces Epi¬ 
demiological Board 
Date of meeting: 7 April 1077 
Place: Room 6 £069, Fbrreetal Building. 1000 
Independence A?e„ 8 W, Washington. D C. 
Time: 0000-1600. 

Proposed agenda: This meeting will be 
devoted to the consideration of immuni¬ 
zation of Armed Forces personnel against 
polio. This will Include matters related to 
polio vaoclne types available, vaccine pro¬ 
curement, vaccine administration. Immu¬ 
nity produced and polio epidemiology. 

2. This meeting will be open to the 
public, but limited by space accommoda¬ 
tions. Any interested person may attend, 
appear before, or file statements with 
the committee at the time and in the 
manner permitted by the committee. 
Interested persons wishing to participate 
should advLse the Executive Secretary, 
DASG-AFEB. Room 1B472 Pentagon. 
Washington, D.C. 20310. 

Dated: March 14. 1077. 

Duane G. Erickson. 

LTC. MSC, USA . 
Executive Secretary . 
[Fit Doc 77-8406 Filed 3-21-77:8:45 am] 


ARMED FORCES EPIDEMIOLOGICAL 
BOARD. SUBCOMMITTEE ON DISEASE 
CONTROL 

Open Meeting 

1. In accordance with section 10 
(a) (2) oI the Federal Advisory* Commit¬ 
tee Act (Pub. L, 92-463) announcement 
is made of the following committee 
meeting: 

Name of committee: Subcommittee on Dis¬ 
ease Control of the Armed Forces Epi- 
demlologtoel Board 
Date of meeting: 16 April 1077 


PI see: Room 5EO60. Forrest*! Building. 1000 
Independence Ave., 8.W.. Washington. DC. 
Time: 0900-1600. 

Proposed agenda: This meeting will be 
devoted to the consideration of Immuni¬ 
sation of Armed Forces personnel against 
smallpox. This will Include discussions of 
the status of the global smallpox eradica¬ 
tion effort. Immune status of the US. 
civilian and military populations, future 
vaccine production and availability, future 
avaUablltty of vaccine immune globulin, 
tho pomtble future need for vaccination of 
Armed Forces personnel and development 
of a DOD policy on smallpox Immuniza¬ 
tion for the Armed Forces. 

2. This meeting will be open to the 
public, but limited by space accommoda¬ 
tions. Any interested person may attend, 
appear before, or file statements with 
the committee at the time and in the 
manner permitted by the committee. 
Interested persons wishing to participate 
should advise the Executive Secretary, 
DASO-AFEB, Room 1B472 Pentagon. 
Washington. D.C. 20310. 

Dated: March 16.1977. 

Duane G. Erickson, 

LTC. MSC , USA . 
Executive Seccrtary. 

(TO Doc.77 41407 Filed 3 21-77:8:45 am] 


DELAWARE RIVER BASIN 
COMMISSION . 

PUBLIC HEARING 

Notice is hereby given that the Dela¬ 
ware River Basin Commission, P.O. Box 
7360, West Trenton. N.J. 08628. will hold 
a public hearing on Wednesday, March 
30. 1977. commencing at 2 p.m. The 
hearing will be held in the Hall of Flags. 
Sheraton Hotel. 17th and Kennedy 
Blvd.. Philadelphia. Pa. The subjects of 
the hearing will be as follows: 

L Applications for Approval or the 
Following Projects As Amendments 
to the Comprehensive Plan Pursuant 
to Article 11 or the Compact and/or 
As Project Approvals Pursuant to 
Section 3.8 or the Compact: 

A. Borough of Trumbauersville (JD- 
77-5 CP>. A well water supply project 
to augment public water supplies in 
Trumbauersville. Bucks County. Pa. Des¬ 
ignated as Well No. 3. the new facility is 
expected to yield 220,000 gallons per day. 

B. Burlington County Board of 
Chosen Freeholders (D-75-/22 CP). A 
sewage treatment plant in the Borough 
of Fieldsboro. Burlington County. N.J. 
The project will be used on an interim 
basis pending construction of regional 
sewage facilities. The facility will pro¬ 
vide removal of about 90 percent of 
BOD> from a sewage flow of 100.000 gal¬ 
lons per day. Treated effluent will dis¬ 
charge into the Delaware River. 

C. City of Bridgeton (D-76-39 CP). A 
well water supply project to augment 
public water supplies for the City of 
Bridgeton. Cumberland County, N.J. 
Designated as Wells 13, 14 and 15. the 
facilities w'ill be located in Upper Deer¬ 
field and Hopewell Townships and will 


provide a combined yield of 2.15 million 
gallons per day. 

D. North Penn Water Authority (D- 
77-9 CP). A well water supply project to 
augment public water supplies in por¬ 
tions of Montgomery and Bucks Counties. 
Pa. Designated as Wells Nos. 16, 29, 31 
and 33. the new facilities will have a com¬ 
bined yield of 1.18 million gallons per 
day. 

E. Borough of National Park (D^77~18 
CP). A standby well in the Borough of 
National Park. Gloucester County, N.J. 
Designated as Well No. 5. the new well is 
expected to yield 1.1 million gallons per 
day. 

P. Delmarva Power and Light Co. 
<Z>-77-6). An industrial wastewater 
treatment project at the company’s 
generation facility at Delaware City, New 
Castle County, Del. Neutralization and 99 
percent removal of suspended solids will 
be provided for a wastewater flow of 
approximately 2.2 million gallons per 
day. Treated effluent will discharge Into 
the sluiceway of the Getty Oil Company 
and thence into the Delaware River. 

O. Wilbert J. Earnest Jr. (D-76-HS). 
A well abater supply project on the sub¬ 
ject farm in Hopewell Township. Cum¬ 
berland County. N.J. The well is ex¬ 
pected to yield approximately 720.000 
gallons per day which will be used for 
various farming purposes. 

H. Amstar Corp. (D-72-214 ). A cool¬ 
ing water discharge at the company's 
refinery in Philadelphia, Pa. About 22.4 
million gallons per day of cooling water 
will discharge to the Delaware River. 

Documents relating to the above- 
listed projects may be examined at the 
Commission’s offices. 

II. Comprehensive Plan Policy — 
Wafer Distribution . It Is proposed to 
amend the Commission’s Comprehensive 
Plan by the addition thereto of the fol¬ 
lowing statement of general policy re¬ 
lating to regionalization of water dis¬ 
tribution systems. 

regionalization op water 
distribution systems 

A. It shall be the policy of the Com¬ 
mission to support and promote regional 
solutions to water distribution problems 
and the construction of regional systems 
for the provision for new water supply 
service. To that end: 

I. Established regional water distribu¬ 
tion systems nvlU be used by new water 
users throughout the Delaware River 
Basin wherever appropriate. 

2. Construction of interconnections be¬ 
tween established systems, both public 
and private, is In the public interest and 
will be encouraged. 

3. Proliferation of small water supply 
systems of insufficient size to maintain 
an efficient, safe and adequate level of 
service, will be discouraged. 

4. Wherever practicable new water 
sendee facilities shall be planned with a 
view to future expansion on a regional 
basis or to Interconnections with an 
established regional distribution system. 

B. The Commission will cooperate 
with state and local government agen¬ 
cies. industries and private water com- 


IC0ERAI no iSTfcR VOL 42. NO. 55— TUESDAY, MARCH 22, 1927 










NOTICES 


15J37 


ponies seeking a regional solution to 
water distribution problems. It will pro¬ 
vide for administration of this policy 
through the requirements of its com¬ 
prehensive planning programs and re¬ 
view of proposed projects under Section 
3.8 of the Compact Requirements giv¬ 
ing effect to this policy may be imposed 
by the Commission as conditions to ap¬ 
proval of new water supply or distribu¬ 
tion projects. Implementation shall be 
in accordance with the terms and con¬ 
ditions of administrative agreements re¬ 
lating to review of projects in effect be¬ 
tween the Commission and the signa¬ 
tory parties. 

Persons wishing to testify are re¬ 
quested to notify the Secretary prior to 
the hearing. 

W. Banc ton Whit all, 
Secretary. 

March 11. 1977. 

fFE Doc.77-8468 Filed 3-21-77:8.45 ara| 

EQUAL EMPLOYMENT 
OPPORTUNITY COMMISSION 

GOVERNMENT IN THE SUNSHINE 
Meeting 

Pursuant to the provisions of the Gov¬ 
ernment in the Sunshine Act. 5 U.S.C. 
552b, the Equal Employment Opportunity 
Commission will meet on Tuesday. 
March 22. 1977. in Uie Chairman s Con¬ 
ference Room. Room No. 5240, on the 
fifth floor of the Columbia Plaza Office 
Building. 2401 E Street. NW. Washing¬ 
ton. D.C. 20506. 

The first portion of the meeting, start¬ 
ing at 9:30 AM (Eastern Time), will be 
open to the public, and the Commission 
plans to consider the following matters 
during this open session: 

Five Freedom of Information Act Ap¬ 
peals, Numbers: 76-12-FOIA 300; 77-1- 
FOIA-2. 3. 6. and 12. 

All are in connection with requests for 
documents contained in the Commis¬ 
sion's Investigative flies. The names of 
the parties will not be made public, and 
the Commission will consider the appeals 
as policy matters. 

Immediately after the open session, 
and departure of the public observers, 
the Commission plans to consider the 
following matters in closed session: 

(1) Freedom oj Information Act Ap¬ 
peals Numbers 77-1-FOIA-13 and 14. 
These appeals involve requests for trans¬ 
mittal memoranda concerning an agency 
decision on whether or not to bring suit. 

(2) Litigation Authorisation; General 
Counsel Recommendations. Six cases will 
be presented to the Commission by the 
General Counsel recommending author¬ 
ization to bring suit. 

<3) Proposed Decision in Charge No. 
750-74-C5000 and 52 Others. A proposed 
decision is to be presented to the Com¬ 
mission for discussion. 

If you have any questions concerning 
the agenda for the March 22. 1977 Com¬ 
mission meeting, please contact the Office 


of the Executive Secretariat at (202) 
634-6748. 

Issued March 17. 1977. 

By Order of the Commission. 

Ethel Bent Walsh, 
Vice Chairman . 
|FR Doc.77-8446 Filed 3-21-77:8:46 am] 


FEDERAL COMMUNICATIONS 
COMMISSION 

| Docket Non. 2il43. 21144: 

File Non. 88-A-RL-126. 13-A-L-17J 

EXECUTIVE AIR CORP. AND 
SPOKANE AIRWAYS. INC. 

Order Designating Applications for 

Consolidated Hearing on Stated Issues 

Adopted: March 10.1977. 

Released: March 11,1977. 

1. Executive Air Corporation has filed 
an application for renewal of its license 
for aeronautical advisory station KGL2 
at Spokane International Airport. Spo¬ 
kane. Washington, and Spokane Air¬ 
ways. Inc., has filed an application for 
new aeronautical advisory facilities at 
the same airport. Section 87.251(a) of 
the Commission's rules provides that 
only one aeronautical advisory station 
may be authorized to operate at a land¬ 
ing area and. therefore, the abovc-cap- 
tioned applications are mutually exclu¬ 
sive. Accordingly, it is necessary to des¬ 
ignate the applications for a compara¬ 
tive hearing In order to determine which 
application should be granted. 

2. In view of the foregoing, it is or¬ 
dered, That, pursuant to the provisions 
of Section 309(e) of the Communica¬ 
tions Act of 193* *1. as amended, and Sec¬ 
tion 0.331 of the Commission's rules, the 
nbove-caplioncd applications are hereby 
designated for hearing in a consoli¬ 
dated proceeding at a time and place to 
be specified In a subsequent Order on the 
following comparative Lssucs: 

(a) v To determine which applicant 
would provide the public with better 
aeronautical advisory service based on 
the following considerations: 

(1) Location of the fixed-base opera¬ 
tion and proposed radio station In rela¬ 
tion to the landing area and traffic pat¬ 
terns; 

<2) Hours of operation; 

(3) Personnel available to provide ad¬ 
visory service. 

<4) Experience of applicant and em¬ 
ployees in aviation communications, in¬ 
cluding hut not limited to operation of 
stations in the Aviation Services (Part 
87) that may be or have been authorized 
to the applicant; 

(5) Ability to provide information 
pertaining to primary and secondary 
communications as specified In Section 
87.257 of the Commission's rules; 

(8) Proposed radio system including 
control and dispatch points; and 

(7> The availability of the radio facu¬ 
lties to other fixed-base operators. 


(b) To determine in light of the evi¬ 
dence adduced on the foregoing issues, 
which, if either, of the applications 
should be granted. 

3 . It is further ordered. That to avail 
themselves of an opportunity to be heard. 
Executive Air Corporation and Spokane 
Airways Inc., pursuant to Section 1.221 

(c) of the Commission’s rules, in person 
or by attorney, shall within 20 days of 
the mailing of this Order file with the 
Commission, in triplicate, a written ap¬ 
pearance stating an intention to appear 
on the date set for hearing and present 
evidence on the Issues specified in this 
Order. Failure to file a written appear¬ 
ance within the time specified may re¬ 
sult in dismissal of the application with 
prejudice. 

Charles A. Higginbotham. 

Chief . Safety and Special 
Radio Services Bureau. 

|FR Doc.77-6482 Filed 3-21-77:8:45 am) 


MEETING 

March 17, 1977. 

The Commission will hold an open 
Commission meeting on the subjects 
listed below on Thursday. March 24. 
1977. starting at 10:30 a.m.. in Room 
856. at 1919 M St., N.W., Washington. 
DC. 


Agenda Item Subject 

No. 


Ground.__... 


Safety end 
SpertnJ Radio 
rWvieea. 


Common carrier.. 


I f’ropoacd notice of Inquiry 
concerning UHF TV chan¬ 
nel readout requirement* 

1 Amendment of r»t. 81 of Umi 

rule* to diiufnalp curtain 
requirement* rnmnling m- 
tries In the nvdtoteU*nnih 
lot: (D-3XH0). 

2 Proposed amendment of ser. 

87.1L!Mjr) of the rule* con- 

* nemLiut aeronautical eurouie 
•tationa. 

i Keque»t from eiuterta band 
(CD) Nation licensee, |Wm- 
con Marine Corp., Cape 
Canaveral, Fla. (call sign 
KF Y-7:i7?>, for specific an- 
thorn at ion pumuant to sec. 

of the mU* to 
operate transmit ting eqwlfk 
ineni by means of a wireline 
remote control link. 

4 l’rot»o*«vj report and order, 
docket No. anew, looking 
toward reallocation of "un* 
aarifned” rhannei* In the 
47 nS\l MlU band from 
“arvicn poote” to a M G«- 
eral Acres* Pool," and tak¬ 
ing other relared action to 
make popslhle fuller and 
more efficient uar of ih» 
available ftrqaencirs m 
this h*fkd. 

1 Memorandum opinion and 

noHro of proposed rule¬ 
making concerning uniform 
•rttfemeui rates on parallel 
intontalkmol communica¬ 
tion* roti tee. 

2 Communication* Satellite 

Corp.‘» polltton lor rerun- 
«ideration of l'/NI TAT-4 
activation order permitting 
activation of TAT-6 cir¬ 
cuit* In 1U74 by ITT World 
Commtmieal Iona, Inc., 
RCA Global Commit idea 
Uoni. Tne.. and Western 
Union International, 1m*. 
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Aimdi ItftTTj Subfoot 

No. 


Cobit T+tovialocu 


EttitwoJ. . 


Aursi... 


Trlrrloioii_.. 


Notice ol proiwood rulnmok* 
Inf Addressing connection 
ol ancillary telephone equip¬ 
ment to ttlopbouc company 
key telephone nod »*BX 
syetemg. ood related ticro 
concerning Automation 
Rlectrontos, Inc., outstand¬ 
ing ihort-Corm re«ct*lrntk»n; 
pt. m of the FCC rub*. 
1 ’ellllOU for special reUol 
ican-vm mod by c*iu*i 
Plain* Cable TV, Inc,, and 
opposition* thereto ftlref by 
It liford Television, Inc. 
(KX ON-TV) and Forum 
Communications, Inn. 
(K8FY-TV). 

Petition far ordnr fik»d by 
Korutn Cocnmuninaiiocti 
Co,, llrofioMi of station 
K8FY-TV (NBC. channel 
IS). Hlmu Vnils. B. iMk.. 
and letter of reeiionse filed 
by Centred PlaUis Cable 
TV. Inc. 

Application tor review fUed 
by Mlcro-Cabls Comrauni- 
cations Corp., doing bud* 
iwns as Trts* Cablevtaion. 
operator of a cable television 
system at Ban Angelo. 
Te*., Making reversal of the 
ContmtokMt • decision. by 
the chief. Cable Television 
Bureau, in Micro-Cable 
< .VnnmuirieaUoiu Corp. (Ben 
Angelo, Tas.), mi moo No. 
44-a*, released May 5. lt/Tfl. 
Petition tor reconsideration 
for order to show cause filed 
by WEN Y, Inc., license* of 
st at ton WENY-TV (ABC. 
channel at) Elmira. N Y., 
re-jueming reconsider at loo 
of the Commtoaton's deri¬ 
sion lo Read's TV Cable 
Bervioa IWellaboro, Pa). 
FCC 7A-W4, 41 FCC A 
M 2 (IWM. 

Petition for special rrli*< filed 
by Metro Cable Co., oper¬ 
ator of cable television sys¬ 
tems at North Park. Loves 
Pork, end certain unincor¬ 
porated areas In Winnebago 
County. III., and opponUinu 
thereto ft ted by Wlnnel>ago 
Televlsiou Corp. (WTVO- 
TV). 

Request far order U» show 
cause (CSC-154) filed by tbs 
National Hockey League 
and the ntisburgh Pen- 
quins, directed against «f- 
tein of Outre Video Corp.’s 
cable trlrvUdoo systems lo* 
laird within the specified 
tone of tbs Pittsburgh. Pa., 
major Ido vision market 
(N». 10), and opposition 
thereto bled by Centra 
Video Corp. 

Petition for reconsideration of 
the grant, on July 14, la7<L 
of the renewal application of 
the Waning bouse Broad¬ 
casting Co., Inc., station 
KYW, Philadelphia, Pa, 
by the chief of the Broad¬ 
cast Bureau pursuant to 
delegated authority. 
Application tor modification 
of construction permit and 
request for waiver Mol by 
Florunnt Broadcasting 
C'o., Ino. (KHCF-FM>, 
Florissant. Mo., and motion 
to dismiss application filed 
Contemporary Media, Inc. 
(KIRU. 

ftequaat of Bethd Broad¬ 
caster Inc. (KYUK-TV, 
Bethel. Alaska) for waiver 
of sec. 7 Sj 42I of the roles to 
allow KTV station to carry 
commercial matter during 
Alaska satellite demonstra¬ 
tion prefect ending Jan. 14, 
im 


If additional Information is required 
concerning this meeting it may be ob¬ 
tained from Samuel M. Sharkey, Jr., FCC 
Public Information Officer, telephone 
number <202> 632-7280. 

Federal Communications 
Commission. 

Vincent J. Mullins, 

Secretary. 

(PR Doc 77-8463 FUed 3-31-77;8:45 am) 


FEDERAL DEPOSIT INSURANCE 
CORPORATION 

|26450) 

SELECTION OF PRIVATE ATTORNEYS OR 
LAW FIRMS 

Delegation of Authority 

Article VI of the Corporation’s bylaws 
provides in part that “the Board of 
Directors may retain or employ such 
attorneys • • • as the Board • • • may 
determine and upon such terms and 
conditions as the Board • • • shall 
prescribe.” Because of the increasing 
volume of legal work generated primarily 
by the Corporation’s activities as receiver 
and liquidator of closed insured banks, 
the Board of Directors has found it 
necessary and advisable to delegate to 
the Corporation’s General Counsel, or 
his designee, certain authority with 
regard to the selection of private at¬ 
torneys or law’ firms. The delegation is 
designed to expedite the process of 
selecting private counsel by placing this 
responsibility directly in the hands of 
the Oeneral Counsel or hLs designee and 
by providing a set of factors to be con¬ 
sidered in carrying out this responsi¬ 
bility. 

Accordingly, the Board of Directors 
hereby delegates to the Corporation's 
General Counsel or his designee the 
authority on behalf of the Board of 
Directors to select private attorneys or 
law firms to perform legal services for 
and provide legal counsel to the Corpo¬ 
ration in connection with matters 
Involving or affecting the Corporation or 
its personnel and in connection with the 
Corporation’s activities as receiver or 
liquidator of closed insured banks. In 
carrying out this authority, due con¬ 
sideration shall be given to the following 
factors: 

(1) Hie reputation of the attorney or 
law firm in the legal profession and in 
the locality served by the attorney or 
law firm; 

(2) The experience of the attorney or 
law firm In the type of legal w r ork re¬ 
quired to be performed ; 

(3) The ability of the attorney or law 
firm to handle the anticipated volume of 
work; 

(4) The geographic location of the 
attorney or law Arm; 

(5) Whether. In the opinion of the 
General Counsel or his designee, the fee 
rates to be charged by the attorney or 
law firm are reasonable; 


(6) Whether the attorney or law firm 
can make available an adequate number 
of attorneys to handle related matters of 
a routine or less important nature at a 
lower fee rate; 

(7) Whether the performance of legal 
services for or provision of legal counsel 
to the Corporation by the attorney or 
law firm would constitute a conflict of 
interest; 

<8> Whether a high degree of coopera¬ 
tion could be expected to exist between 
the representatives of the Corporation 
and the attorney or law firm; and 

(9) Any other factors deemed relevant 
in each circumstance. 

The General Counsel or his designee 
shall, prior lo selecting an attorney or 
law firm, advise the Chairman of the 
Board of Directors of the attorney or 
law firm who Is proposed to be selected. 
The Board of Directors expressly retains 
the authority from time to time to make 
recommendations or otherwise assist in 
the selection of private attorneys or law 
firms or. In the exercise of its discretion, 
to make any such decision ltselt. 

This delegation, and the listed criteria, 
are Intended only to govern the Initial 
selection of an attorney or law’ firm. The 
continued retention of an attorney or 
law firm will depend upon the satisfac¬ 
tion of the General Counsel or the Board 
of Directors w ith the quality and cost of 
services rendered. 

In any given Instance there arc likely 
lo be numerous attorneys or law firms 
that would be considered qualified and 
acceptable under the listed criteria. Ob¬ 
viously. all such attorneys or law’ firms 
cannot be selected to represent the Cor¬ 
poration in connection with a particular 
matter or a particular receivership or 
liquidation. Thus, even where the cri¬ 
teria are met, the selection process will, 
by its very nature, be largely a subjec¬ 
tive one, requiring the weighing and 
balancing of the criteria. Accordingly, 
inclusion of the nine factors to be con¬ 
sidered in carrying out the delegated au¬ 
thority is not Intended to afford any at¬ 
torney. law firm, or other party the right 
to challenge or contest the selection of 
counsel by the Corporation. Rather, the 
criteria are included in order to provide 
a foundation upon which the General 
Counsel or his designee may base the 
selections. As has been the Corporation’s 
customary practice, the Legal Division 
will continue to consult recognised law¬ 
yers’ directories such os the Martindale- 
Hubbeil Law Directory to determine the 
names of the lawyers who practice in the 
area in which it is desired to retain 
counsel. Because of the obvious adminis¬ 
trative burden which would result, at¬ 
torneys or law firms should refrain from 
sending applications or resumes to the 
Legal Division or otherwise contacting 
the Corporation concerning their avail¬ 
ability to represent the Corporation. In 
this regard, it is emphasized that the 
General Counsel or his designee, while 
giving due consideration to the enumer¬ 
ated factors, will be expected to exercise 
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Independent and sound Judgment in 
selecting private counsel. 

This delegation of authority shall be* 
come effective immediately. 

By order of the Board of Directors. 
March 15. 1977. 

Federal Deposit Insurance 
Corporation, 

Alan R. Miller, 

Executive Secretary. 

[Pit Doc<77-8440 Filed 3-31-77;8:45 sm] 


FEDERAL ELECTION 
COMMISSION 
MEETING 

AGENCY: Federal Election Commission. 
LOCATION: 1325 K 8treet N.W., Wash¬ 
ington, D.C. 

DATE AND TIME: Thursday. March 24, 
1977,10:00 am. 

PORTION OF THE MEETING OPEN 
TO THE PUBLIC: 

I. Future meetings. 

II. Correction and approval of min¬ 
utes—March 10, 1977. 

III. Certification—Commission memo¬ 
randum No. 1209. 

IV. Advisory opinion 1977-7. 

PORTION OF THE MEETING CLOSED 
TO THE PUBLIC: 

V. Executive session: A. Compliance. B. 
Personnel. 

Marjarie W. Emmons, 
Secretory to the Commission. 
fPR Doc.77-8482 Piled 3-21 77;8:45 arn| 


FEDERAL ENERGY 
ADMINISTRATION 

MANDATORY PETROLEUM ALLOCATION 
PROGRAM 

Modifications to Guidelines for Evaluation 
of Applications for Assignment of Sup¬ 
plier and Base Period Use to New Gaso¬ 
line Retail Sales Outlets 

On May 6, 1975. FEA issued guide¬ 
lines regarding the manner in which FEA 
shall make assignments of suppliers and 
base period use to new gasoline retail 
sales outlets (40 FR 20342, May 9, 1975). 
On August 25. 1976, FEA issued Ruling 
1976-5, entitled “Retail Sales Outlet Op¬ 
erator's Entitlement to Motor Gasoline" 
(41 FR 36647. August 31. 1976). The rul¬ 
ing applied the provisions of 5 211.106 to 
several different factual situations for 
the purpose of providing guidance as to 
whether certain renovated or recon¬ 
structed motor gasoline retail sales out¬ 
lets would qualify under the regulations 
for allocations as new outlets. 

In light of the Issuance of this ruling, 
the FEA has determined to modify the 
guidelines issued on May 6, 1975. Effec¬ 
tive immediately the guidelines arc modi¬ 
fied in this regard by the rede&ignation 
of paragraph 3 as paragraph 4 and the 
addition of a new paragraph 3. which 
provides additional guidance to FEA Re¬ 
gional Offices with respect to the im¬ 
plications of the ruling. The modified 
guidelines set forth the substantive 
criteria to be applied and the procedures 


to be employed by Regional Offices in 
consideration of such applications. 

The guidelines are also modified, effec¬ 
tive immediately, with respect to the as¬ 
signment of an unwilling supplier to a 
new retail sales outlet. A clarifying 
memorandum on this issue was Issued 
on June 24.1976 by the Assistant Admin¬ 
istrator for Regulatory Programs (Fed¬ 
eral Energy Guidelines, U 13.246 at p. 
13.243-15 )„ This clarification is included 
in the guidelines in new paragraph 4(b) 
<v). so that persons interested In FEA 
policy with respect to assignments for 
new gasoline retails saIcs outlets need 
only refer to the provisions of the guide¬ 
lines themselves. The modified guide¬ 
lines. with the changes indicated above 
and with certain editorial changes, are 
set forth in full in the Appendix to this 
notice. 

Written comments regarding these 
modifications will be accepted and con¬ 
sidered if filed by April 15, 1977. Com¬ 
ments should be submitted to Executive 
Communications, Room 3309. Federal 
Energy Administration. Box JK. the Fed¬ 
eral Building. 1200 Pennsylvania Ave¬ 
nue. N.W., Washington, D.C. 20461. Com¬ 
ments should be identified on the out¬ 
side of the envelope and on documents 
submitted to FEA with the designation 
“Clarifications to New Gasoline Retail 
Sales Outlet Guidelines." Fifteen copies 
should be submitted. 

Any information or data considered by 
the person furnishing it to be confiden¬ 
tial must be so identified and submitted 
in writing, one copy only. The FEA re¬ 
serves the right to determine the con¬ 
fidential status of the information or 
data and to treat it according to its de¬ 
termination. 


Issued in Washington. D.C., March 
17, 1977. 


Eric J. Fvci, 
Acting General Counsel . 


Appendix.—Guidelines for Evaluation of 
Applications rot Asa ionite nt of Supplies 
and Bass Period Use to New Qasolins 
Retail Sales Outlets 


X. SCOPE 

Numerous questions have been raised as 
to the procedures and substantive criteria 
which FEA should apply to applications for 
assignment of suppliers and base period use 
for new gasoline retail sales outlets. These 
guidelines are intended to provide guidance 
as to how such applications should be han¬ 
dled both procedural^ and substantively 
under current PEA regulations. In partic¬ 
ular. these guidelines will discus* the Identi¬ 
fication of and service of notice to possible 
aggrieved parties as required by 10 CPR 
9 205 33 and the evaluation of applications 
to determine whether to assign a supplier 
and. tf so. how to detcrmtno the assigned 
base period use pursuant to 10 CFR If 205 35 
and 211.12(e). 

a. NOTICE TO aggrieved parties 

(a) General. The procedural regulations 
and criteria applicable to all applications for 
assignment of suppliers and base period use 
are set out In 8ubpart C of Part 206. Section 
205 34 requires that the applicant file an 
application which not only contains various 
facts regarding the request, but also the 
' names and addresses of ail affected persons 
(If reasonably ascertainable).'* and M |t|hc 


Identification of any persons who will be 
aggrieved by the FEA action sought, includ¬ 
ing potential suppliers.*' 

Section 205.33(a) provides that: "PEA 
shall serve notice on any person readily 
Identifiable by the FEA as one who will be 
aggrieved by the FEA action and may serve 
notice on any other person that written 
comments will be accepted if filed within 
10 days of service of the notice • • •“ (Em¬ 
phasis added.) 

The word "aggrieved** Is defined In I 205J 
as describing or meaning "a person with an 
Interest sought to be protected under the 
FEAA. EPAA. or Proclamation No. 3279. as 
amended, who Is adversely affected by an 
order or Interpretation Issued by the FEA 
or a Bute Office." 

Thus It Is the responsibility of the appli¬ 
cant under 9 205.34(b) to supply FEA with 
a list of potentially aggrieved persons, but 
the burden Is on FEA under t 205.33(a) to 
serve notice of the application on such ag¬ 
grieved parties. Moreover. FEA "may serve 
notice on any other person. • • ••• 

(b) Identification of Aggrieved Parties. 
The applicant's task of Identifying poten¬ 
tially aggrieved person* in not as difficult as 
It might seem. In moat coses this informa¬ 
tion Is known to the applicant because sup¬ 
pliers opening new sites often have made 
sophisticated studies of the size of the trad¬ 
ing are.i and the competitors located within 
It brforo their application is submitted. An 
a general rule, in the ease of a new station 
located In a typical residential neighbor¬ 
hood. all retail sales outlets, particularly 
small and independent refiner-operated out¬ 
lets and all branded and non-branded Inde¬ 
pendent marketer-operated outlets, located 
within a mile radius of that station should 
be presumed to be "aggrieved persona" 
within the meaning of the notice require¬ 
ments. The geographical trading urea af¬ 
fected might be somewhat larger In rural 
neighborhoods and somewhat smaller In 
urban neighborhoods. Moreover, because of 
the peculiarities of traffic flow, an affected 
trading area might be longer In one direc¬ 
tion than another. But. even though it Is 
not possible to prescribe rigid rules for the 
determination of the perimeters of the trad¬ 
ing area. In most coses the FEA's discretion 
in this area should bo freely exercised so long 
as the general rule of erring on the side of 
over-inclusion Is followed. 

It Is not necessary that notice be nerved 
on other persons also Identified by the ap¬ 
plicant but not located In the trading area 
of the proposed new station—even though 
they might otherwise be affected because 
their supplies might be reduced—since the 
administrative burdens of doing no greatly 
outweigh the minimal effect which com¬ 
ments received from such persona would 
hare on the decision. 

(c) Method of Providing Notice. Notice 
ahould be Individually served upon any per¬ 
son Identified by the applicant as an ag¬ 
grieved party and located in the trading area 
of the proposed new station using the form 
of notice provided In Attachment A In ad¬ 
dition, FEA should arrange, using imprest 
funds, for the publication of a notice In 
local newspapers of general circulation In 
the market area to be served by the proposed 
retail aalea outlet. The notice ahould also be 
*ub«iantlally in the form of Attachment A 
to these guidelines and should be published 
on at lea*i two separate occasions at least 
one week apart. This procedure ahould serve 
to provide notice to those persons not readily 
Identified by the applicant as aggrieved per¬ 
sons and satisfies FEA's Independent respon¬ 
sibility to Identify and notify aggrieved 
persons. 

(d) Information in Notice. It la not nec¬ 
essary to disclose in the notice any of the 
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information contained in the application ex¬ 
cept (l) the applicant'll name and addrewi. 
(U) the location of the station for which 
application U made, and (111) an approxi¬ 
mation of the bane period uae sought by The 
applicant. Only an approximation of the 
amount being applied for should be given 
because tn some cases applicant* hare 
claimed that the actual amount In proprie¬ 
tary information arrived at after a thorough 
and highly confidential market survey of 
the area, the disclosure of which would in¬ 
form the applicant's competitors of the ap¬ 
plicant's strategy of market expansion While 
such Information may not tn fact be the type 
of proprietary information protected from 
disclosure, there Is at least a colorable argu¬ 
ment that It Is. In any event, the problem 
can be readily avoided by providing in the 
notice only an approximallon of the actual 
amount For example. If the amount applied 
for is 1.000.000 gallons per year. It could be 
described as "a high volume elation having 
an aggregate base period uae In excem of 
800,000 gallons per year." 8uch a description 
would give potential It scvrleved parttoa ade¬ 
quate notice of the relative sire of the sta¬ 
tion and at the same time avoid the un¬ 
necessary disclosure of possibly confidential 
competitive Information. 

(e) Comment Period, Hearings and Con¬ 
ferences. Subpart C of Fart 200 requires FEA 
to give aggrieved parties 10 days from service 
of the notice In which to file written com¬ 
ments FRA may also make an Independent 
investigation of facts alleged in the applica¬ 
tion or comments and may rely on Informa¬ 
tion obtained from any source See » 306 36. 
A conference and hearing are both discre¬ 
tionary with the agency. See 1306.36 and 
Bubparl M of Fart 306 A conference with 
only the applicant In attendance Is the rec¬ 
ommended means of obtaining additional 
information if the application and the writ¬ 
ten comments still leave pome unresolved 
Issues A hearing should be used only rarely 
and tn exceptional circumstances, since mr*t 
of the Information relevant to the applica¬ 
tion can best be conveyed only In writing. 

(f) Timeliness of FRA Action and Interim 
Supplies. FRA la required to act upon an 
application far alignment of a specified 
supplier within 90 days after Its receipt. 
Failure to act during such period may be 
considered by the applicant as a denial from 
which an Appeal may be taken. See I 205 37. 

It Is sometimes difficult, however, to evalu¬ 
ate an application prope rt y within the 90-day 
period. Moreover, the applicant may need 
prompt action because the station Is Idle, 
perhaps at great expense to the applicant. 
In such cases It Is possible for FEA to Issue 
an order granting a temporary assignment 
until such time as a full evaluation of the 
application for a permanent assignment can 
be completed. (See also dlaruselon below 
concerning retail sales outlets which operate 
using surplus products ) The procedures for 
Issuing such temporary orders are found tn 
f 20539 

As Indicated In that section, a temporary 
assignment can be made ‘upon application." 
This does not mean that the applicant must 
expressly apply for a temporary as well as 
a permanent assignment. Since an applica¬ 
tion for a temporary assignment need con¬ 
tain no more information than tlmt required 
for a permanent assignment, the filing of 
two applications Is unnecessary. Thus, when 
an application for a permanent assignment 
has been mode and it Is apparent from the 
circumstances that a temporary assignment 
Is warranted pending a final decision and 
Is not objected to by the applicant, the ap¬ 
plication on file for a permanent assignment 
may be treated as on application for tempo¬ 
rary assignment aa well as for a permanent 
assignment 


An order granting a temporary assignment 
can be effective far only GO days and cannot 
be renewed. The temporary order must con¬ 
tain an express finding that circumstances 
do not permit issuance of an assignment 
on-phase with the usual processing of per¬ 
manent assignment orders. See J 20539(b). 

a. HTTUMINATIOX or WHXTItCa s XXTA1L astas 
otrxrxT is "wxw" 

FEA Ruling 1970-6 clarifies the regulations 
applicable to assignment of a base period 
use to the operator of a new retail motor 
gasoline outlet While the Ruling slates that 
“whether a particular retail sale* outlet has 
gone out of business depends upon the facta 
tn each case." Regional Offices should avww 
the varying facts of each case on the basis 
of uniform procedures and criteria. 

(a) Procedures. 

The following procedures should be fol¬ 
lowed by a.1 Regional Offices: 

(I) Where an application covers a retail 
sales outiet that qualifies as "new under 
the Ruling, the application should be proc¬ 
essed In accordance with these guidelines. 

(II) Where necessary after an Initial re¬ 
view. additional Information relevant to the 
qualification of the outiei as “new" under 
the Ruling should he sought. 

(III) Applications may be approved prior 
to the actual opening of the new retail out¬ 
let. In no case, however, should assignments 
be made effective for any period correspond¬ 
ing to a base period commencing before ac¬ 
tual operation of the outlet. 

(lv) In those instances whore an appli¬ 
cant dooe not qualify as a new re tali outlet 
and the application is denied, the Regional 
Office should advise the applicant: 

(A) that adjustments to base period use 
may be ocnight pursuant to 10 CKR If 211.13 
(c) and 206 60 el seq.; and 

(B) tb-t motor gasoline may be obtained 
through the purchase of surplus product in 
accordance with 10 CFR ) 211.10(g), 

(b) Criteria, 

In driermining whether an applicant qual¬ 
ifies for an assignment with respect to a new 
retail sales outlet under the Ruling, an anal¬ 
ysis of the owner's intent, as evidenced by 
the time elapsed before opening the new 
outlet and the location of the outlet, should 
be undertaken. While these factors should be 
considered In relation to each other, basic 
guidance os to the evaluation of each indi¬ 
vidual factor Is set forth below. 

Each applicant must provide clear avidonce 
of his intent to begin a new business enter¬ 
prise by establishing a new retail outlet. 
When the application involves a site where 
a gasoline retail sales outlet was not pre¬ 
viously in operation, such Intent may not 
exist where the applicant simply changes the 
location of an existing business and transfers 
the existing allocation entitlement with the 
change. iSeo TEA Ruling 1974-3 aud 
1211.106.) 

(1) Timing. The time elapsed before the 
opening of a retail sales outlet la critical In 
ascertaining whether there exists the req¬ 
uisite Intent to establish a “new" retail 
sales outlet. In determining whother a firm 
has gone out of business for a sufficient peri¬ 
od of time for Its successor on the sit# to 
be entitled to that firm's allocation, f 211.100 
(e) refers to a "reasonable period of time". 
Determinations made under the Ruling 
should also be made with reference to a 
"reasonable period of time" under the cir¬ 
cumstances. 

Aa set forth in the Ruling, the example 
covering Firm 0 and Firm D Involved the 
rasing of the former structure and detailed 
plane as to the new proposed structure. These 
were documented and clearly revealed the 
intent of the owner. In that case, an interval 
of several months occurred between tha rax¬ 


ing of the station and the construction 
of the new foe Hi ties. However, where the In¬ 
tent of the parties Is clear, even a shorter 
period of time would suffice. It should be 
noted that It Is not the actual raxing of 
the previously existing structure which is 
determinative in such cases, but rather the 
Intent of the owner. The Intent to begin a 
new business should be documented by such 
evidence as exploratory offer*, contracts, 
market analyses, and other plans. As a gen¬ 
eral guideline In such cases, the complete 
cessation of business for six months would 
be consistent with a demonstrated intent 
to begin a new business Neither a change 
In the ownership of the real property nor 
a change tn operator would be determina¬ 
tive. nor is the amount of Investment in re¬ 
modeling by Itself a valid criterion. 

(11) Location. In esses where the applica¬ 
tion involves an entirely new alte. the intent 
to open a new outiet Is usually evident unless 
the applicant is transferring an ongoing busi¬ 
ness to the new location. However, when 
the application Involves the stte or a former 
retail outlet, the determination of whether 
the requisite intent Is present requires care¬ 
ful analysis. 

In cates where a Regional Office cannot 
arrive at a clear decision, the National Office 
should be consulted prior to resolution. 

S. 5UB9TANTIVI CaiTUUA ATTLlCABt-K TO 
AOStOWMKKT OF aUFTLIXX AHO BASX PKXIOO USX 

(a) General. The procedural regulations 
set rorth In I 205.35(b) the criteria applicable 
to the evaluation of applications for assign¬ 
ment of a supplier and new base period use. 
These criteria restate the criteria set forth 
In Section 4(b)(1) of the Emergency Petro¬ 
leum Allocation Act of 1973 applicable to 
PEA'S overall duties in promulgating and ap¬ 
plying the Mandatory Petroleum Allocation 
and Price Regulations. 

Like the criteria of Section 4(b)(1) of the 
EPAA. the various criteria of f 20635(b) ore 
to be applied only "to the maximum extent 
possible." As applied to a particular set of 
circumstances, these criteria may not only 
be difficult to apply but also conflicting. Aa 
the oourta have said in applying the various 
goals of Section 4(b) (1). 

• * • "Itjbe goals ore Inherently incon¬ 
sistent. and no regulation could promote oil 
of them at the same time. Congress recog¬ 
nized this in saying that the regulation* shall 
provide for them *to the maximum extent 
practicable/ A balancing of goals is required, 
and Congress has left the details of this 
balancing to the Federal Energy AdminUtra- 
tlon. Union Oil Co. v. FEA, — F. Supp. —. 
Fed. Energy Guidelines T 20,007. at p. 20,038 
(CJ>. Col. 1974): eee also Air Trans . Axt'n. of 
America v. FEA. 382 F. 8upp 437 (DC. 
1974)" Thus. FEA should be guided by the 
criteria of | 20935(b) but have considerable 
discretion in balancing one against the other. 

While It U In appropriate to prescribe 
precise rules tor the application of these 
criteria to assignments of suppliers and es¬ 
tablishment cd new base period uses In ail 
circumstances, nevertheless somo general 
principles miy be prescribed. 

(b) Whether to Assign a Supplier/Pur¬ 
chaser Relationship. Three of the criteria 
which must be taken into account In decid¬ 
ing whether to amigo the ngw outlet a sup¬ 
plier are whether granting the application 
in question would promote "economic effi¬ 
ciency:" minimise "economic distortion. In¬ 
flexibility. and unnecessary Interference 
with market mechanisms;" and promote tho 
equitable distribution of petroleum prod¬ 
ucts at equitable prices among all regions of 
the country and segments or the industry. 
Set 130535(b)(1) (vtll). (lx), and (vl). 
These three criteria together ran be read as 
stating that even within the oontext of the 


FEDERAL REGISTER. VOL 42, NO 55—TUESDAY, MARCH 22, 1977 








NOTICES 


15461 


regulatory program, free market forced 
should bo allowed to function to the extent 
possible. Thus, in the absence of other coun¬ 
tervailing conaideration* PEA should start 
with a strong but rebuttable presumption 
in favor of assigning a supplier purchaser 
relationship for a proposed new retail sales 
outlet. In particular cases there might also 
bo other relevant criteria favoring the appli¬ 
cation. such as the maintenance of public 
services and agricultural operations. Set 
{205.35(b)(1) (U) and Oil). 

A possible countervailing consideration 
may be the preservation of a competitively 
viable Independent sector of the Industry. 

Thus. In each case the facts must be re¬ 
viewed to determine whether the general 
presumption In favor of granting the appli¬ 
cation should be overridden or sustained by 
a weighing of these other countervailing 
considerations. 

(i) Effect on Suppliers Other Purchasers. 
Attention should be paid to the effect of any 
assignment upon the supplier’s other cus¬ 
tomers. particularly the supplier’s branded 
and non-branded Independent purchasers If 
the assignment will significantly lower the 
supplier's allocation fraction below one (1.0) 
then the assignment should be questioned. 
In general. If the assignment can be ex¬ 
pected to reduce the supplier’s most recently 
reported allocation fraction by more than 
one percentage point (0.010). the reduction 
may be significant and would warrant espe¬ 
cially careful assessment of the supplier's 
future supply position. 

( 11 ) Effect on Independent Competitors. 
In evaluating applications, the comments 
solicited from independent and small re¬ 
finer and branded And non-branded Inde¬ 
pendent marketers operating stations within 
the same trading area as any new station 
will not be operated by an Independent mar¬ 
keter or small or Independent refiner should 
be carefully reviewed to determine whether 
or not granting of the application may seri¬ 
ously jeopardise the competitive viability of 
■mall and Independent refiners and branded 
and non-branded Independent marketers 

The existence of substantial evidence that 
granting the application would result In 
probable severe and irreversible damage to 
the existing independent segment In the 
proposed market may be the basis for denial 
of an application. Such evidence would not 
consist of a showing of probable financial 
Impairment to a particular Independent 
marketer, but rather would acquire evidence 
that the volume of business enjoyed by the 
Independent segment In that marketplace 
would probably be substantially and per¬ 
manently reduced. 

Although these Judgments are extremely 
difficult to make, FEA cannot Ignore clear and 
compelling evidence that the operation of a 
a new retail sales outlet which Is not operated 
by an independent marketer will to dominate 
a trading area as to substantially Impair the 
competitive viability of Independent mar¬ 
keters. Oenerally such evidence Ls nof present 
If: (l) Independent marketers In the trading 
area can remain competitively viable by re¬ 
lying upon customers who will patronize such 
stations because of the availability of sup¬ 
plementary products and services not pro¬ 
vided by the new station; (2) there are other 
large volume/low profit margin stations in 
tho trading area or in other nearby trading 
areas, and the presence of such stations has 
not Impaired the competitive viability of In¬ 
dependent marketers; 1 and (3) there ls a 


• The FEA must consider, however, whether, 
given limited demand within tho trading 
area (see Item (3) following), the new sta¬ 
tion, in conjunction with the existing hlgh- 
voluroe station, will destroy the competitive 
viability of the remaining independent 
marketers. 


reasonable prospect of considerable growth 
In domond within the trading area so that 
the new station, notwithstanding Its advan¬ 
tages. will not necessarily acquire most of its 
business at the expense of the other stations 
In the area. 

This Is not meant to be an exhaustive list¬ 
ing of the kinds of evidence that would sus¬ 
tain the granting of such an application not¬ 
withstanding a showing of adverse Impact 
upon the various aggrieved parties. Indeed, 
given the rebuttable presumption In favor of 
granting such applications In any event, the 
burden Is on those opposing the application 
to make a clear and convincing showing that 
the competitive viability of the independent 
marketing sector within the trading area will 
be substantially Impaired by the opening of 
a new station which Is not to be operated by 
an independent marketer. This 'hawing is 
not made merely by a showing of financial 
harm to. or even of impending bankruptcy by. 
one or more Independent marketers. Finally, 
such a showing cannot rest upon unsubstan¬ 
tiated assertions or mere speculation. There 
must be evidence of the specific adverse im¬ 
pacts of the new station’s opening before 
FEA can perform the analysis outlined above 
and conclude that the application must be 
denied. 

.(Ill) Consideration of Applications for 
Retail Sales Outlets to Re Built in the Future. 
FEA has encouraged operators of potentially 
new retail sales outlets to apply for FEA 
assignment of a supplier/purchaser relation¬ 
ship and s base period use prior to construc¬ 
tion of the new outlet See 1211.12(e). This 
policy was established to prevent any hard¬ 
ship which might result from a failure to ob¬ 
tain an assigned supplier or base period use 
following the operator’s expenditure of con¬ 
struction funds and assumption of other 
obligations connected with the proposed new 
retail sales outlet. Consequently, considera¬ 
tion of an application should not be delayed 
because a retail soles outlet Is not currently 
operational or may not become operational 
before the expiration date of the EPAA. Ap¬ 
provals of such applications may be condi¬ 
tioned upon the retail sales outlets being 
operational within a certain period of time. 
Of course, such assignment* should be mado 
effective only upon tho retail sales outlet’s 
becoming operational. 

(lv) +few Retail Sales Outlets Operating 
Solely on Supplies of Surplus Product . In 
some esses new retail sales outlets arc being 
operated with gasoline purchased from sup¬ 
pliers which have certified their gasoline to 
be surplus product as permitted by {211.10 
(g). Such retail sales outlets, however, are 
new suppliers as defined by I 211.10(e) which 
must receive FEA approval before they com¬ 
mence operations. Such approval should or¬ 
dinarily be freely granted to gasoline retail 
sales outlets provided it ls made clear that 
such approvals do not creato a supplier/ 
purchaser relationship between the retail 
sales outlet and the supplier of the surplus 
product and does not establish a base period 
use for the retail sales outlet. Approvals pur¬ 
suant to {211.10(e)(2) need not be condi¬ 
tioned upon application for a supplier and 
an assigned base period use. Operators of new 
retail sales outlets under {211.10(e)(2) 
should understand, however, that unless they 
have been assigned a supplier and a base 
period use pursuant to { 211.12(e). they have 
no future claim to a supplier or a pro rata 
share of available supplies in a period when 
there ls no surplus product. 

(v) Unwilling Suppliers. In the event that 
a new retail sales outlet ls unable, after a 
reasonable effort (as documented by refusals 
from local suppliers), to obtain the approval 
of a willing supplier, FEA Bhould then assist 
the applicant by contacting those local sup¬ 
pliers to explain the adjustment provisions 
of | 211.13(c). Should this effort fail, one or 


more ultimate suppliers should be contacted 
regarding their possible assignment to the 
new retail soles outlet and to Identify poten¬ 
tial local suppliers through which the new re¬ 
tail sales outlet might be supplied. FEA would 
then further assist the applicant by inform¬ 
ing it of these potential supplier*. In no 
Instance, however, should FEA participate 
in business negotiations between the new 
outlet and potential suppliers. 

For new gasoline retail sales outlets locking 
s willing supplier. FEA will not normally as¬ 
sign an unwilling supplier because to do so 
would be an undesirable Interference with 
market mechanisms and in certain cases may 
not promote economic efficiency. However, if 
the facts of a particular case show conclu¬ 
sively that the assignment of an unwilling 
supplier to a new outlet Is required to pro¬ 
mote the equitable distribution of petroleum 
products at equitable prices among all re¬ 
gions of the country and segments of the 
industry, then assignment of an unwilling 
supplier may be necessary to serve the ob¬ 
jectives of the EPAA. 

In effect, the findings set out In this para¬ 
graph (b) for denying a mutually agreed 
upon Atipplier/purchaser relationship have 
to be reversed to justify assigning an unwill¬ 
ing supplier Por example, an unwilling sup¬ 
plier should be assigned only if there exists 
substantial evidence, as distinguished from 
mere assertion or speculation, that failure to 
assign such a supplier would mult in (1) 
probable severe and Irreversible damage to 
one or more segments of the industry or (2) 
failure to assure equitable distribution of 
available supplies of product at equitable 
prices among all regions of the country and 
segments cif the Industry. This could be the 
case in a market area that has experienced 
substantial growth In demand and has a 
severely limited number of retail outlets 
such that either (1) adequate supplies of 
product are likely not to be available to 
ultimate consumers In the absence of the as¬ 
signment of an unwilling supplier or (2) the 
prices charged to ultimate consumers are In¬ 
ordinately high compared to those charged 
consumers In adjacent market areas because 
the number of existing outlets Is so small 
relative to tho domand that these existing 
outlets are able to maintain unusually high 
prices. 

The findings must in each case correspond 
to those set out In these guidelines them¬ 
selves. such that normally, and In the ab¬ 
sence of compelling evidence to the contrary, 
FEA will not assign an unwilling supplier. 
However, In the presence of such compelling 
evidence FEA will assign an unwilling sup¬ 
plier as the best way available to it for 
achieving the goals of the EPAA. 

The case file for each such assignment must 
contain full Justification for the findings that 
are made to Justify assignment of an unwill¬ 
ing supplier and the assignment order Itself 
must set out the finding and briefly sum¬ 
marize th basis therefor. Tills la required 
to assure that aggreived parties have sufficient 
Information on which to bane any appeal of 
the assignment order. 

(c) Assignment of Base Period Use . Once 
a decision to assign a supplier/purchaser re¬ 
lationship for a new retail sales outlet la 
made. FEA must determine the appropriate 
bare period use to be assigned the retail sales 
outlet. As a general rule, the average base 
period use for retail soles outlets of a similar 
slzo (number of pumps) and nature (full 
service, gas only, self service, car wash, etc.) 
in the aame market area will be the appro¬ 
priate assigned base period use. Thus, for 
example, a station of a particular size and 
type should receive a base period use approxi¬ 
mately equal to other stations of the same 
kind In the market area. When a new type 
of station is constructed In a market area. It 
should receive an allocation commensurate 
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with the relative treatment of the new type 
of station compared to axis ting types In the 
nearest market area where such comparisons 
may be made. 

The delineation of the market area 
will vary in each case, and ultimately 
will be determined by PEA. There can 
be no hard and fast criteria, but some 
general guidelines may be observed: 

<i> In a city over 25.000 population, 
the market area to be considered should 
be the area within a one-mile radius of 
the proposed new outlet. 

<U> In a suburban area (housing de¬ 
velopments. shopping centers, apart¬ 
ments! the market area to be considered 
should be the area within a two-to- 
three-mile radius of the proposed new 
outlet, depending upon the density of re¬ 
cent growth and traffic pattern charac¬ 
teristics in the area. 

(ill) On a non-urban arterial highway 
with full control of access, the market 
area should include the area within one- 
fourth mile of the access point at the 
proposed location of the new outlet and 
the next two access points in each direc¬ 
tion from the proposed location of the 
new outlet. 

(iv) On a non-urban arterial highway 
with uncontrolled access or partially 
controlled access, the market area should 
include five miles In either direction 
along the highway. 

(v) On a through street or through 
highway in a rural area, the market area 
should be that area within a live mile 
radius of the proposed new outlet. 

(vi) In a town under 25,000 popula¬ 
tion, the market area should be a two 
mile radius from the proposed outlet. 

As used in the above guidelines, the 
following terms have the following 
meanings: 

M Arterial highway” means a highway 
primarily for through traffic, usually on 
a continuous route. 

“Pull control of access” means that 
the authority to control access is exer¬ 
cised to give preference to through traf¬ 
fic by providing access connections with 
selected public roads only and by prohib¬ 
iting crossings at grade or direct private 
driveway connections. 

“Partially controlled access’* means 
that the authority to control access is 
exercised to give preference to through 
traffic to a degree that, In addition to 
access connections with selected public 
roads, there may be some crossing, at 
grade and some private driveway con¬ 
nections. 

“Through street or through highway” 
means every highway or portion thereof 
at the entrance to which vehicular traf¬ 
fle from intersecting highways Is re¬ 
quired by law to stop or yield before en¬ 
tering or crossing and where appropriate 
signs are erected as provided by law un¬ 
less entry or crossing 1s made on the 
proper indication of traffic control. 

•Uncontrolled access” means that the 
authority having Jurisdiction over a 
highway, street, or road, does not limit 
the number of points of Ingress or egress 
except through the exercise of control 
over the placement And the geometries 


of connections as necessary for the 
safety of the travelling public. 

Attachment A 


Pursuant to 10 CFR I 205.33(a), this la to 

notify you that__ has applied to 

the Federal Energy Administration for an 
order assigning to It a bass period volume 

of (more than) (lass than)_gallons per 

month for a retail gasoline station It In¬ 
tends to operate at____ This retail 

station wlU be owned by ____and 

operated by__ 

You are invited to submit written com¬ 
ments to FRA In support of or In opposlUon 
to the application. If you oppose the appli¬ 
cation on the ground that approval of it 
would adversely affect your business, you 
should set forth In detail the following mini¬ 
mum information: 

1. Your name and address. 

2. The person or persons who have an 
ownership interest in the business which you 
allege would be adversely affected, and the 
extent of each such person's ownership in¬ 
terest. 

3. The location of your business in rela¬ 
tion to the retail station for which the appli¬ 
cation for alignment was made. 

4. The person or company from whom you 
presently purchase gasoline, and whether 
your business operates under the trademark 
of your supplier. 

5. The volume, in gallons, of gasoline sold 
by your business in each month from Janu¬ 
ary 1,1272 until the present. 

6. Whether or not there is a demand for 
gasoline in the trading area In which your 
business Is located which cannot be met by 
existing retail stations. 

7. The adverse effect which you believe 
approval of tho application would have on 
your business. 

B. Detailed factual data and Information 
which support your claim that approval of 
the application will have an adverse effect 
on your business. Such data and Informa¬ 
tion should Include, at a minimum, audited 
or unaudited balance sheets and profit and 
loss statements for a recent, representative 
time period. 

FEA can consider alleged adverse effects 
on your business only If such allegations are 
supported by the beat available data. Broad 
and unsubstantiated allegations of adverse 
impact will be disregarded. 

FEA will consider your written comments 
along with those submitted by the spplicant 
and other Interested persons. If you submit 
written comments, you will be notified of 
PEA'S decision. FEA may. at 1U discretion, 
hold a public hearing to consider the appli¬ 
cation. in which event you will be notified. 
A eopy of that portion of FEA's procedural 
regulations applicable to these proceedings 
is enclosed for your information. 

Your written comments should be hand 
delivered or received by mall not later than 
__to the following address: 

Unless you claim confidential treatment 
for your submission, a copy of your com¬ 
ments should be delivered to the applicant. 
If you want the FEA to treat os confidential 
the information which you submit to It, It 
will do so If you so request and If the In¬ 
formation Is of a type entltlod to such con¬ 
fidential treatment under the Freedom of 
Information Acrt, 5 UJS.C. f 552. as amended. 
18 U.&C. I 1005. 10 CFR I 205,9. or under 
other Federal statutes, regulations or rules. 
Trade secret* and certain commercial and 
financial Information are entitled to con¬ 
fidential treatment if you so request. If you 
request confidential treatment, you should 
designate on the original version of your 
written comments the Information which 
you wish to be kept confidential and submit 
to FRA and the applicant another version 


of the document with such confidential in¬ 
formation deleted. Information which la not 
designated as confidential or La not entitled 
by law or regulation to confidential treatment 
wtll be disclosed to the applicant and per¬ 
haps to other Interested persons. 

Sincerely. 


(Name and Title) 

1FR Doc.77-3461 Filed 3-17-77; 1:54 pmj 


FEDERAL POWER COMMISSION 

CHANGE OF MEETING SUBJECT MATTER 

March 16.1977. 

The following items are added to the 
Commission meeting of March 22, 1977, 
upon the affirmative vote of Chairman 
Dunham, and Commissioners Smith, 
Holloman, and Watt: 

P-A—Docket Nos. E-7705 and fi-7989. Phila¬ 
delphia Electric Company. 

P-7—Docket No. KR76 221, Potomac Edison 
Company. 

P-3—Project No. 2709. Monongahela Power 
Company. Potomac Edison Company. West 
Penn Power Company. 

Kenneth P. Plumb, 

Secretary. 

| PR Doc.77-6531 Filed 3-16-77:9:57 am | 


CHANGE OF MEETING SUBJECT MATTER 
March 16.1977. 

The following Item Is added to the 
Commission meeting of March 16. 1977, 
upon the affirmative vote of Chairman 
Dunham, and Commissioner* Smith, 
Holloman, and Watt: 

M 3—Columbia Oas Transmlsaion Corpora¬ 
tion. 

Kenneth P. Plumb, 

Secretary , 

|KB Doc.77-8533 Filed 3-I8-77;9:57 am] 


(Docket No. K77-57| 

EMERGENCY NATURAL GAS ACT OF 1977 

Emergency Order Pursuant to Section 6 of 
Pub. L. 95-2 

On March 15. 1977. Morris Caiman 
(Caiman) filed, pursuant to 8cctlon 6 of 
the Emergency Natural Oas Act of 1977 
(Act). Pub. I*. 95-2 (91 Stat 4 (1977)), 
an application requesting that Texas 
^Eastern Transmission Corporation (Tex¬ 
as Eastern) be authorized to reimburse 
Caiman approximately $42,812 for the 
transportation of gas from the wellhead 
approximately 6850 feet to Texas East¬ 
ern’s pipeline facilities. Cannan states 
that Texas Eastern has agreed to pur¬ 
chase approximately 1.000 Mcfd plus any 
additional gas developed adjacent to this 
facility at a price of $2 23778 per Mcf 
<14.65 psla) or $2.25 per Mcf (14.73 psla K 
In Pelto Oil Company. Docket No. E77- 
25 (Pebruary 20. 1977). I determined that 
“any producer which transports gas 
downstream of the wellhead or installs 
facilities to effect such transportation, is 
entitled to recover reasonable actual 
costs incurred In addition to $2.25 per 
MMBtu.” Thus, Cannan may be reim- 
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bursed by Texas Eastern for all reason¬ 
able actual costa incurred by Cannon in 
installing and operating facilities to de¬ 
liver gas to Texas Eastern downstream 
of the wellhead- 

The price to be received by Cannon 
for the sale of this gas shall not exceed 
$2.25 per MMBtu. 

Texas Eastern shall submit weekly re¬ 
ports as required by Order No. 4. 

This order Is issued pursuant to the 
authority delegated to me by the Presi¬ 
dent in Executive Order No. 11969 (Feb¬ 
ruary 2, 1977). and shall be served upon 
Cannan and Texas Eastern. 

This order and authorization granted 
herein are subject to the continuing au¬ 
thority of the Administrator under Pub. 
L. 95-2 and the rules and regulations 
which may be issued thereunder. 

Richard L. Dunham, 

Administrator. 

March 16.1977. 

|FR DOC.77-6528 Piled 5-21-77:8:46 am] 

| Docket No. E77-63| 

EMERGENCY NATURAL GAS ACT OF 1977 

Supplemental Emergency Order Pursuant 
to Section 6 of Pub. L 95-2 

By order isued March 10. 1977. pur¬ 
suant to Section 6 of the Emergency 
Natural Gas Act of 1977 (Act). Pub. L. 
95-2 <91 Stat. 4 (1977)). the request of 
El Paso Natural Oas Company (El Paso) 
to make certain purchases for which oral 
agreements were entered into prior to 
February 22. 1977, notwithstanding Or¬ 
der No. 6 was granted in part and de¬ 
nied in part. 

By telegram filed March 15. 1977, El 
Paso requested reconsideration of the 
denial of El Paso's request to make a 
purchase from thirteen wells controlled 
by Yates Petroleum Corporation, et al. 
(Yates, et al.) El Paso states that (i) 
all oral contracts agreed to on Febru¬ 
ary 17, 1977, have been reduced to writ¬ 
ing: <ii> prior to Order No. 6. it had 
acquired or was In the process of ac¬ 
quiring rights-of-way for pipelines to 
connect ten of the thirteen wells; (ill) 
it has acquired rights-of-way for con¬ 
necting four completed wells and one of 
the connecting pipelines has been com¬ 
pleted and the others are being con¬ 
structed; <iv) It is attempting to acquire 
all right-of-way to connect four other 
completed; (v) it has obtained rights-of- 
way to connect three wells being drilled; 
and (vi) two additional wells ore to be 
drilled. 

The March 10, 1977 order delineated 
certain purchases which could be made 
even though a formal written contract 
had not been executed prior to Order 
No. 6. The information supplied by El 
Paso and Mahun OH and Gas Corpora¬ 
tion, et al. (Mahun). in their March 15. 
1977 telegrams docs not satisfy those 
criteria. Therefore, El Paso's request for 
reconsideration of the March 10, 1977 
order is hereby denied. 

This order is issued pursuant to the 
authority delegated to me by the Presi¬ 
dent in Executive Order No. 11969 < Feb¬ 


ruary 2. 1977), and shall be served upon 
El Paso, John Yates. Antweil, Yates. 
Aminoll. Yates, et al., Samedan. Depco. 
Sabine, Bennett. Inexco. Monsanto, and 
Mahun. ct al. This order shall also be 
published In the Federal Register and 
shall remain In effect unless and until 
Order No. 6 is modified or rescinded. 

This order and authorization granted 
herein are subject to the continuing au¬ 
thority of the Administrator under 
Pub. L. 85-2 and the rules and regula¬ 
tions which may be issued thereunder. 

Richard L. Dunham, 

Administrator. 

March 16.1977. 

| FR Doc.77 8539 Filed 3-21-77:8:45 *m| 


(Docket No. E77-581 

EMERGENCY NATURAL GAS ACT OF 1977 

Emergency Order Pursuant to Section 6 of 
Pub. L. 95-2 

On March 16. 1977. Transcontinental 
Gas Pipe Line Corporation (Transco), as 
agent tor certain of its customers, hied, 
pursuant to Section 6 of the Emergency 
Natural Gas Act of 1977 (Act). Pub. L. 
95-2 (91 Stat. 4 (1977)), an application 
for authorization to purchase up to 21 
Bcf of natural gas at a rate not to ex¬ 
ceed 150,000 Meld from Houston Pipe 
Line Company (Houston). For the rea¬ 
sons set forth below, I find the terms and 
condtitions of the subject agreement be¬ 
tween Houston and Transco to be fair 
and equitable and <i) authorize and ap¬ 
prove the same. <U) authorize, approve, 
and order the transportation and de¬ 
livery of the subject gas to Transco. and 
(ill) authorize and approve the con¬ 
struction and operation of any facilities 
necessary to transport and deliver these 
gas supplies to Transco. 

Transco will purchase these supplies at 
a price of $2.20 per MMBtu inclusive of 
all state and local taxes and other ad¬ 
justments. I find this price to be fair and 
equitable in accordance with Order No. 
2 . 

Houston will deliver this gas to 
Transco at a mutually agreeable point 
in Fort Bend County, Texas. Transco 
will deliver the gas to the customers 
for which It is purchasing the gas as 
agent at existing delivery points. 
Transco will not impose any transpor¬ 
tation charges for the delivery of this 
gas other than the retention of a per¬ 
centage of the volumes for compressor 
fuel. In addition, Transco may be re¬ 
quired to construct or cause to be con¬ 
structed certain measuring facilities in 
order to receive this gas from Houston. 

Transco advises and I find that the 
gas made available by Houston will re¬ 
sult in commingling of Interstate natural 
gas with Houston's normal intrastate 
system gas supply and with volumes of 
gas owned by other parties. The con¬ 
tractual provisions between Houston and 
its producers, transporters and other 
suppliers of gas prohibit the sale of nat¬ 
ural gas in Interstate commerce and the 
commingling of their intrastate pipeline 
system gas supplies with gas moving in 


interstate commerce. The sale, transpor¬ 
tation and delivery of gas for which 
Transco seeks approval may result in 
some commingling of interstate natural 
gas with Houston's normal intrastate gas 
supplies and with gas owned by other 
third parties. This order shall be con¬ 
sidered as applying to all such commin¬ 
gled gas. Under the provisions of section 
9 <b). <c) of Pub. L. 95-2 (91 Stat. at 9). 
the suppliers of such gas which is so 
commingled, may not terminate existing 
contracts with Houston or such other 
parties or require a redetermination of 
the prices provided In such contracts by 
reason of this transaction. Contractual 
termination, prohibition or dedetermina- 
tlon provisions in any such contracts re¬ 
ferred to above arc not enforceable by 
reason of Section 9 of Public Law 95-2 
since Houston is selling, delivering and 
transporting gas for Transco pursuant 
to Section 6(a) of that Act. Houston and 
any third person whose gas Is commin¬ 
gled with Transco s gas shall refer all rel¬ 
evant information concerning any at¬ 
tempt to terminate existing contracts or 
require a redeterminaUon of prices to 
the Administrator for appropriate 
action. 

According to the official files of the 
Federal Power Commission, Houston is 
not classified as a natural gas company 
within the meaning of the Natural Gas 
Act. Section 6(b)(1) (A) of the Act pro¬ 
vides in part that “ttlhe provisions of the 
Natural Gas Act shall not apply • • • to 
any sale to an Interstate pipeline • ♦ • 
under the authority of subsection <a) or 
to any transportation by an intrastate 
pipeline In connection with such sale 
* * • 91 Stat. at 8. In addition, sec¬ 

tion 6(c)(2) provides: 

Compliance by any pipeline with any 
order under this subsection shall not 
subject such pipeline to regulation under 
the Natural Oas Act or to regulation as 
a common carrier under any provision of 
state law. 

Thus, the sale of this gas will not sub¬ 
ject Houston or any person supplying 
gas to Houston to the provisions of the 
Natural Gas Act or to regulation as a 
common carrier under state law. 

In Its application. Transco stated that 
the customers for which it is purchasing 
these gas supplies have certified that 
they are not serving directly or Indirect¬ 
ly any natural gas for uses specified In 
Priorities 4 through 9 (18 CFR 2.78(a) 
(1) (Iv)-(lx), and (1J> will not purchase 
and receive any of the subject gas if at 
any time during the term of the agree¬ 
ment they arc serving uses specified in 
Priorities 4 through 9.1 find that Trans¬ 
co has complied with Order No. 6. 

Transco shall submit weekely reports 
as required by Order No. 4. 

Pursuant to Section 6(a) of the Act, 
I hereby authorize Houston to sell to 
Transco up to a total of 21 Bcf (at a 
rate not to exceed 150.000 Mcfd) of na¬ 
tural gas on the terms and conditions 
set forth in Transco's filing in this pro¬ 
ceeding. Pursuant to Section 6(c)(1) of 
the Act. I hereby authorize and order 
Transco to construct, and recover the 
coats of such construction, and any me- 
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taring facilities necessary to receive this 
gas from Houston. 

This order is Issued pursuant to the 
authority delegated to me by the Presi¬ 
dent In Executive Order No. 11969 (Feb¬ 
ruary 2, 1977). and shall be served upon 
Houston and Transco. This order shall 
also be published in the Federal Regis¬ 
ter. 

This order and authorization granted 
herein are subject to the continuing 
authority of the Administrator under 
Pub. L. 95-2 and the rules and regula¬ 
tions which may be issued thereunder. 

Richard L. Dunham, 
Administrator, 

March 16.1977. 

(FR Doc.77-8530 Piled 3^21-77; 8:45 am) 


ADVISORY COMMITTEE 
Notice of Review 

Hie Federal Power Commission is cur¬ 
rently undertaking a review of its ad¬ 
visory committee, as requested by the 
President. As part of this review process, 
public comment is Invited and will be 
considered in the formulation of FPC's 
recommendation to continue or termi¬ 
nate the Gas Policy Advisory Council 
and its related subgroups and task forces. 
Should there be any comments or rec¬ 
ommendations regarding the committee 
and/or any of its subelements, please 
address them, by April 8. 1977 to: 

Federal Power Commission, Advisory Com¬ 
mittee Management Onicer. Office of the 
Comptroller, Room 4000, 825 N. Capitol 
Street. Washington, D O. 20426. 

Kenneth F. Plumb. 

Secretary. 

I PR Doc .77-8582 Piled 3-18-77; 1:18 pm I 


(Docket No. E 77561 

EMERGENCY NATURAL GAS ACT OF 1977 
Emergency Order 

On March 15. 1977. Sumpf-Wllliams 
(8umpf-Williams), Aminoil USA. Inc. 
(Aminoil), and Nahama A Weagant, Inc. 
(Nahama & Weagant) filed telegrams 
with the Administrator Indicating that 
they had uncommitted gas supplies in 
the State of California which can be sold 
to an Interstate pipeline or a local distri¬ 
bution company pursuant to Section 6 of 
the Emergency Natural Gas Act of 1977, 
Pub. L. 95-2 (91 Stat. 4 (1977)). All have 
agreed to sell at a price of $2.25 per 
MMBtu. 

Sumpf-Wllliams states that it has up 
to 3.000 Mcfd in the Sacramento Valley. 
California, and that additional drilling 
would increase this volume to 5.000 
Mcfd. Aminoil has approximately 8.000 
Mcfd available In Soland and Contra 
Costa Counties. California. 1 Nahama and 
Weagant states that it has up to 5.000 


1 Natural Oils Pipeline Company of Amer¬ 
ica* request to buy this ga* was denied in 
Docket No. E77-48 (March 10, 1977). 


NOTICES 

Mcfd In the 8acramento Valley. Califor¬ 
nia. 

At the present time, a number of Inter¬ 
state pipelines and local distribution 
companies served by interstate pipelines 
have purchased gas supplies from vari¬ 
ous utilities in the State of California. 
The volumes actually delivered pursuant 
to these arrangements must be repaid in 
kind. Southern Natural Gas Company, 
Docket No. E77-5 (February 20 and 
March 8, 1977): Columbia Gas Trans¬ 
mission Corporation. Docket No. E77-10 
(February 6 and February 20. 1977); 
Transcontinental Gas Pipe Line Corpo¬ 
ration, Docket No. E77-17 (February 15. 
1977); Columbia Gas Transmission Cor¬ 
poration. UGl Corporation. Docket No. 
E77-21 <February 18. 1977); Columbia 
Gas of Kentucky. Inc., et of.. Docket No. 
E77-30 (February 26. 1977); Consoli¬ 
dated Edison Company of New York, 
Inc., Docket No. E77-44 (March 3. 1977). 
Repayment with gas supplies acquired in 
areas other than California will result in 
the incurrence of considerable transpor¬ 
tation and fuel charges to deliver such 
supplies to California. See. Southern Nat¬ 
ural Gas Company, supra. However, be¬ 
cause of their location, the gas supplies 
available from Sumpf-Wllliams, Amin¬ 
oil and Nahama k Weagant could be used 
to repay the gas owned to the California 
utilities without the incurrence of such 
transportation and fuel charges. 

Based on the foregoing. I find that the 
purposes of the Act would be best served 
by using these gas supplies to repay the 
California utilities. Therefore, I will 
make these supplies available to any in¬ 
terstate pipeline or local distribution 
company served by an interstate pipe¬ 
line, which has a repayment obligation 
to any California utility. Any Interstate 
pipeline company or local distribution 
company served by an interstate pipe¬ 
line company having a repayment obli¬ 
gation to a California utility which could 
use the volumes to reduce such obliga¬ 
tion shall die with the Administrator on 
or before Friday, March 25. 1977. an ap¬ 
plication for authorization to purchase 
all or part of these supplies. 

This order Is issued pursuant to the 
authority delegated to me by the Presi¬ 
dent In Executive Order No. 11969 
(February 2. 1977). and shall be served 
upon Sumpf-Wllliams. Aminoil, Na¬ 
hama & Weagant. Southern Natural Gas 
Company. Columbia Gas Transmission 
Corporation. Transcontinental Oas Pipe 
Line Corporation. UOI Corporation, 
Columbia Gas of Kentucky. Inc., ef of., 
and Consolidated Edison Company of 
Now York, Inc. 

This order is subject to the continu¬ 
ing authority of the Administrator 
under Pub. L, 95-2 and the rules and 
regulations which may be Issued there¬ 
under. 

Richard L Dunham. 

Administrator. 

March 17. 1977. 

(PR Doc.77-8583 Piled 3-21-77;8:45 lunj 


(Docket No. E77-59J 

EMERGENCY NATURAL GAS ACT OF 1977 
Emergency Order 

On March 16, 1977. Petrolum Evalua¬ 
tion Corporation (PEC) filed, pursuant 
to Section 6 of the Emergency Natural 
Gas Act of 1977 (Act). Pub. L. 95-2 (91 
Stat. 4 (1977)). an application request¬ 
ing that Texas Eastern Transmission 
Corporation (Texas Eastern) be au¬ 
thorized to reimburse PEC approxi¬ 
mately $56,070 for the transportation of 
gas from the wellhead approximately 
8900 feet to Texas Eastern's pipeline 
facilities. PEC states that Texas Eastern 
has agreed to purchase approximately 
1500 Mcfd at a price of $2.23778 per 
Mcf (14.65 psia) or $2.25 per Mcf (14.73 
psJa). 

In Pclto Oil Company. Docket No. 
E77-25 'February 20. 1977). I deter¬ 
mined that "any producer which trans¬ 
ports gas downstream of the wellhead 
or installs facilities to effect such 
transportation, is entitled to recover 
reasonable actual costs incurred In ad¬ 
dition to $2.25 per MMBtu." Thus. PEC 
may be reimbursed by Texas Eastern 
for all reasonable actual costs Incurred 
by PEC in installing and operating 
facilities to deliver gas to Texas Eastern 
downstream of the wellhead. 

The price to be received by PEC for 
the sale of this gas shall not exceed 
$2.25 per MMBtu. In addition. PEC may 
receive reimbursement for all reasonable 
actual costs incurred by PEC In in¬ 
stalling and operating facilities to de¬ 
liver gas to Texas Eastern downstream 
of the wellhead. 

Texas Eastern shall submit weekly re¬ 
ports as required by Order No. 4. 

This order is issued pursuant to the 
authority delegated to me by the Presi¬ 
dent In Executive Order No. 11969 (Feb¬ 
ruary 2. 1977), and shall be served upon 
PEC and Texas Eastern. This order shall 
also be published in the Federal 
Register. 

This order and authorization granted 
herein are subject to the continuing au¬ 
thority of the Administrator under Pub. 
L. 95-2 and the rules and regulations 
which may be Issued thereunder. 

Richard L. Dunham. 

Administrator. 

March 17. 1977. 

[PR Doc 77-8584 Piled 3-21-77;8;45 azn( 


(Docket No. E77-60J 

EMERGENCY NATURAL GAS ACT OF 1977 
Emergency Order 

On March 17. 1977, Panhandle East¬ 
ern Pipe Line Company (Panhandle) 
filed, pursuant to Section 6 of the Emer¬ 
gency Natural Oas Act of 1977 (Act). 
Pub. L. 95-2 (91 Stat 4 (1977)). a re¬ 
quest for an order authorizing an emer¬ 
gency purchase of approximately 3.000 
Mcfd of natural gas from Ran Ricks, Jr. 
(Ricks). Panhandle is purchasing the 
subject volumes as agent for Its cus- 
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tomer. Citizens Gas and Coke Utility 
(Citizens). through July 31. 1977. 

Panhandle will purchase the subject 
volumes at a price of 32.25 per MMBtu. 
I find this price to be fair and equitable 
in accordance with Order No. 2. 

Panhandle will receive these gas sup¬ 
plies from Ricks and deliver them to 
Citizens at existing delivery points. Pan¬ 
handle and Citizens have agreed upon 
transportation charges of 20 cents per 
Mcf plus eight <8> percent of the volumes 
transported for compressor fuel. 

Panhandle advises that Citizens has 
advised that it Is not serving any uses 
set forth in 18 C.F.R. * 2.78 <aMl> (iv>- 
<ix) and that the sale complies with Or¬ 
der No. 6. The approval of this sate is 
conditioned upon the submission of a 
sworn statement by Citizens that tho 
subject purchase complies with Order 
No. 6. 

Pursuant to Section 6(a) of the Act. I 
authorize Ricks to sell gas to Panliandle 
as agent for Citizens. Pursuant to 8cctlon 
6(c)(1) of the Act. I authorize Pon- 
lrnndle to transport this gas for Citizens. 
Since the parties have agreed upon the 
transportation charges, I find no basis 
on which to fix other charges. 

Citizens shall submit weekly reports 
as required by Order No. 4. 

This order is issued pursuant to the 
Authority delegated to me by the Presi¬ 
dent in Executive Order No. 11969 
• February 2. 1977). and shall be served 
upon Panhandle. Ricks, and Citizens. 
This order shall also be published in the 
Federal Register. 

This order and authorization granted 
herein are subject to the continuing 
authority of the Administrator under 
Pub. U 95-2 and the rules and regula¬ 
tions which may be issued thereunder. 

Richard L. Dunham. 

Administrator. 

March 17.1977. 

|FR Doc 77-8585 Fllod 3 21-77;8:45 ami 


(Docket No. E77-48) 

EMERGENCY NATURAL GAS ACT OF 1977 
Supplemental Emergency Order 

By order Issued March 4. 1977. pur¬ 
suant to Section 6 of the Emergency 
Natural Gas Act of 1977 (Act*. Pub. L. 
95-2 (91 8tat. 4 (1977)). I denied, with¬ 
out prejudice, the request of Natural Gas 
Pipeline Company of America (Natu¬ 
ral) to make certain emergency pur¬ 
chases. The order further stated that, 
where expenditures were made prior to 
February 22, 1977. for the purpose of 
delivering such gas supplies to Natural, 
Natural could make such purchases 
consistent with the doctrine of Colorado 
Interstate Gas Company. Docket No. 
E77-31 (February 28, 1977). 

On March 16. 1977. Natural submitted 
a supplemental petition in which it set 
forth information indicating that Tor¬ 
tuga Oil and Mineral (Tortuga) had 
expended $2,000 prior to February 22, 
1977 to acquire a low pressure separator 
and appurtenant facilities and to acquire 
and coat the pipe to be installed to make 


deliveries to Natural. 1 By letter filed 
March 17. 1977. Natural submitted addi¬ 
tional information from Tortuga which 
indicates that (1) the construction of 
facilities necessary to deliver the subject 
gas to Natural commenced prior to 
February 22. 1977. and (ii) the con¬ 
structed facilities arc so designed that 
they can be used only to deliver this gas 
to Natural. 

The information submitted by Natural 
satisfies the criteria of Colorado Inter¬ 
state, supra, and Natural may make the 
purchase from Tortuga notwithstanding 
Order No. 6. Such purchase shall be 
made at a fair and equitable price in 
accordance with Order No. 2. 

Natural shall submit weekly’ reports as 
required by Order No. 4. 

This order is Issued pursuant to the 
authority delegated to me by the Presi¬ 
dent in Executive Order No. 11969 (Feb¬ 
ruary 3. 1977), and shall be served upon 
Natural and Tortuga. This order shall 
also be published In the Federal Reg¬ 
ister. 

This order and authorization granted 
herein are subject to the continuing au¬ 
thority of the Administrator under Pub. 
L. 95-2 and the rules and regulations 
which may be issued thereunder. 

Richard L. Dunham. 

Administrator. 

March 17.1977. 

|FR Doc.77-858G FUcd 3^21-77.8 45 am] 


| Project No. 27091 

MONONGAHELA POWER CO.. ET AL. 

Notice of Petition 

March 16.1977. 

Monongahela Power Company. The 
Potomac^ Edison Company. West Penn 
Power Company. 

Take notice that on March 15. 1977. 
the State of West Virginia, represented 
by the Attorney General of West Vir¬ 
ginia. filed a petition to reopen the rec¬ 
ord for the purpose of admitting into the 
record the petition of the Honorable John 
D. Rockefeller IV. Governor of the State 
of West Virginia in opposition to the is¬ 
suance of a license in Project No. 2709 
proposed to be located in the Canaan 
Valley. West Virginia. 

Governor Rockefeller’s petition, which 
is contained In the petition of West Vir¬ 
ginia. makes the following points in 
brief: 

(1) The Canaan Valley in Tucker 
County is unique and its destruction 
should not be permitted when reason¬ 
ably acceptable alternative sites for the 
construction of an electric generation 
plant arc available. 

(2) Although the proposed project 
would improve the tax base in Tucker 
County there may be economic alterna¬ 
tive developments which would not ad¬ 
versely affect or destroy the uniqueness 
of Canaan Valley. 

(3) The Davis Project or any of the 
alternative sites will forever destroy and 


» By letter filed March IS. 1077. Tortuga 
requested approval of the JuUe. 


eliminate one of the unique ecosystems 
in the state. 

(4) The Federal Power Commission 
has a duty under the National Environ¬ 
mental Policy Act and Section 10(a) of 
the Federal Power Act to develop the 
alternative of the preservation of Ca¬ 
naan Valley in its natural state, and any 
project in the Valley would not be ’‘best 
adapted'', within the meaning of Sec¬ 
tion 10(a). 

(5) The Davis and Giadc Run Proj¬ 
ects would be highly inefficient and 

wasteful. 

(6) To be legally defensible any proj¬ 
ect must be “best adapted" within the 
meaning of Section 10(a). and neither 
I he Davis Project nor the Glade Run 
Pro cct includes a legally sufficient rec¬ 
reational plan. 

• 7) The Davis Project, including all of 
West Virginia’s mitigation plans, is not 
legally sufficient pursuant to Section 
10 a). 

(8i The Glade Run alternative is not 
legally supported by the evidence. 

(9) The Final Environmental Impact 
Statement on the Davis Project is incom¬ 
plete and legally insufficient. 

GO) It is believed that the United 
States Fl*h and Wildlife Service of the 
Department of the Interior will recom¬ 
mend that a major portion of the Canaan 
Valley be included in the National Wild¬ 
life Refuge System. 

The petition of West Virginia asks that 
the application for the Davis Project 
and any other alternative projects in 
the Canaan Valley be denied. 

In view of the time that has passed 
since the inception of this matter, and 
the Issuance of the Initial Decision any 
answers to the petition of West Virginia 
shall be filed on or before March 23.1977. 

Kenneth F. Plumb, 
Secretary. 

|FR Doc.77 8581 Filed 3-21-77; 8:48 am | 

FEDERAL RESERVE SYSTEM 

FIRST COMMERCE CORP. 

Request for Determination and Notice 
Providing Opportunity for Hearing 

Notice is hereby given that a request 
has been made to the Board of Governors 
of the Federal Reserve System, pursuant 
to the provisions of section 2(g) (3) of the 
Bank Holding Company Act of 1956 as 
amended (12 U.S.C. 1841(g)(3)) ("the 
Act**), by First Commerce Corporation 
("Commerce"). New Orleans, Louisiana, 
for a determination that Commerce is not 
in fact capable of controlling Albert 
Prcvot, an Individual residing In McAllen, 
Texas, following the transfer to Mr. 
Prevot by First National Bank of Com¬ 
merce (“First National**). New Orleans. 
Louisiana, a subsidiary of Commerce, of 
shares of Planters Trust and Savings 
Bank. Opelousas. Louisiana, although in 
connection with the transfer Mr. Prevot 
will become indebted to First National. 

Section 2(g) (3) of the Act provides, in 
pertinent port, that shares transferred 
after January 1, 1966. by any bank hold¬ 
ing company directly or indirectly to any 
transferee that is indebted to the trons- 
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feror shall be deemed to be Indirectly 
owned or controlled by the transferor, 
unless the Board, after opportunity for 
hearing, determines that the transferor 
Is not. in fact, capable of controlling the 
transferee. Under section 2(g> (1> of the 
Act. a bank holding company is deemed 
to own or control indirectly shares owned 
or controlled by its subsidiaries. 

Notice is hereby given that, pursuant 
to section 2(g)(3) of the Act. an op¬ 
portunity is provided for filing a request 
for oral hearing. Any such request or 
written comments on the application 
should be submitted in writing <in dupli¬ 
cate) to the Secretary. Board of Gover¬ 
nors of the Federal Reserve System, 
Washington, D.C. 20551, to be received 
no later than April 14, 1977. If a request 
for oral hearing 1s filed, it should con¬ 
tain a statement of the nature of the 
requesting person's interest in the mat¬ 
ter. his reasons for wishing to appear at 
an oral hearing, and a summary of the 
matters concerning which such person 
wishes to give testimony. The Board 
subsequently will designate a time and 
place for any hearing it orders, and will 
give notice of such hearing to the trans¬ 
feror, the transferee, and all persons 
that have requested an oral hearing. In 
the absence of an oral hearing, the Board 
will consider the requested determina¬ 
tion on the basis of documentary evi¬ 
dence filed In connection with the appli¬ 
cation. 

Board of Governors of the Federal 
Reserve System. March 17. 1977. 

Griffith L. Garwood. 

Deputy Secretary of the Board. 

|FB Doc.77’3463 Filed $-21-77;8.45 am) 


MARSHALL & ILSLEY CORP. 

Order Approving Acquisition of Bank 

Marshall it Uslcy Corporation. Mil¬ 
waukee, Wisconsin, has applied for the 
Boards* approval under section 3(a)(3) 
of the Bank Holding Company Act (12 
UAC. 1842(a) (3)). to acquire 80 percent 
or more of the voting shares of Fox 
Heights State Bank, Green Bay, Wis¬ 
consin ("Bank*). 

Notice of the application, affording 
opportunity for Interested persons to 
submit comments and views, has been 
given in accordance with section 3<b) 
of the Act. The time for filing comments 
and views has expired, and the Federal 
Reserve Bank of Chicago has considered 
the application and all comments re¬ 
ceived in light of the factors set forth 
in section 3(0 of the Act <12 U.B.C. 
1842(a)). 

Applicant, the second largest banking 
organization in Wisconsin, controls 18 
bank subsidiaries with aggregate de¬ 
posits of $1,047.5 million, representing 
7.0 percent of the total deposits in com¬ 
mercial banks in the State. 1 Acquisition 
of Bank (deposits of $15.4 million) would 
increase Applicant's share of deposits in 


1 All depend data are as of December 31, 
1975. 


the State to 7.1 percent and would not 
result in a significant increase in the 
concentration of banking resources in 
Wisconsin. — 

Bank is the 11 th largest of 14 banking 
organizations in the Green Bay banking 
market* and holds 2.6 percent of the 
total commercial bank deposits in the 
market. An insignificant amount of com¬ 
petition presently exists between Appli¬ 
cant's subsidiaries and Bank and It does 
not appear likely that any significant 
competition w'ould develop in the future 
due to the distances involved (Appli¬ 
cant's nearest banking office to Bunk is 
45 miles away) and the presence of nu¬ 
merous intervening banking offices. 
Bank's market appears to be adequately 
serviced at the present time. Applicant's 
acquisition of Bank represents a foothold 
entry into the Green Bay market and is 
an acceptable alternative to de noro 
entry. It is concluded that consumma¬ 
tion of the proposed transaction would 
not have a significant adverse effect on 
existing or potential competition in the 
market, and that competitive considera¬ 
tions are consistent with approval of the 
application. 

Considerations relating to the finan¬ 
cial and managerial resources and fu¬ 
ture prospects of Applicant, its existing 
subsidiary banks, and Bank are generally 
satisfactory and consistent with ap¬ 
proval of the application. 

Applicant proposes no major changes 
In the services offered by Bank. Appli¬ 
cant's expertise and financial strength 
should allow Bank to continue to be re¬ 
sponsive to the needs of its customers in 
the future. Considerations relating to the 
convenience and needs of the community 
to be served are consistent with approval 
of the application. It is the Judgment of 
tills Reserve Bank that the application 
would be in the public interest and 
should be approved. 

On the basis of the record, the applica¬ 
tion Is approved for the reasons summar¬ 
ized above. The transaction shall not be 
made (a) before the thirtieth calendar 
day following the effective date of this 
Order, or (b) later than three months 
after the effective date of this Order, un¬ 
less such period la extended for good 
cause by the Board, or by the Federal Re- 
sene Bank of Chicago pursuant to dele¬ 
gated authority. 

By order of the Federal Reserve Bank 
of Chicago, acting pursuant to delegated 
authority for the Board of Governors of 
the Federal Reserve System, effective 
March 11, 1977. 

Robert P. Mayo. 

President. 

1FR Doc.77-8466 Plied 3-21-77;8:46 am) 


■The retcvAnt market Is approximated by 
Brown County excluding the town of 
Wrights town. 


SEAFIRST CORP. 

Proposed Acquisition of Seafirst Life 

Insurance Co. and SFC Insurance Co. 

Seafirst Corporation. Beattie. Wash¬ 
ington. has applied, pursuant to 14(c) 
(8) of the Bank Holding Company Act 
(12 UB.C. 1 1843(c)(8)) and § 225.4(b) 
(2) of the Board's Regulation Y (12 CFR 
I 225.4(b) (2) >, for permlvdon to acquire 
voting shares of Seafirst Life Insurance 
Company. Seattle. Washington and SFC 
Insurance Company. Phoenix. Arizona. 
Notice of the application was published 
on February 4. 1977, in The Seattle 
Times, a newspaper circulated in Seattle. 
Washington and The Arizona Republic 
and The Phoenix Gazette, newspapers 
circulated in Phoenix, Arizona. 

Applicant states that the proposed 
subsidiary would perform de novo the 
activity of underwriting credit life and 
credit accident and health insurance 
which is directly related to extensions 
of credit by Applicant or Its domestic 
credit extending subsidiaries. Such ac¬ 
tivities have been specified by the Board 
In i 225.4(a) of Regulation Y as permis¬ 
sible for bank holding companies, subject 
to Board approval of individual propo¬ 
sals in accordance with the procedures 
of S 225.4(b). 

Interested persons may express their 
views on the question whether consum¬ 
mation of the proposal can "reasonably 
be expected to produce benefits to the 
public, such as greater convenience, in¬ 
creased competition, or gains in effi¬ 
ciency. that outweigh possible adverse 
effects, such as undue concentration of 
resources, decreased or unfair compe¬ 
tition. conflicts of interests, or unsound 
banking practices." Any request for a 
hearing on this question should be ac¬ 
companied by a statement summarizing 
the evidence the person requesting the 
hearing proposes to submit or to elicit 
at the hearing and a statement of the 
reasons why this matter should not be 
resolved without hearing. 

The application may be Inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of San 
Francisco. 

Any views or requests for hearing 
should be submitted in writing and re¬ 
ceived by the Secretary. Board of Gover¬ 
nors of the Federal Reserve 8ystem, 
Washington, D.C. 20551, not later than 
April 13, 1977. 

Board of Governors of the Federal Re¬ 
serve System. March 16. 1977. 

Griffith L. Garwood, 
Deputy Secretary of the Board. 

|FH Doc 77 8464 Filed 3-31-77:8:45 am] 


GENERAL SERVICES 
ADMINISTRATION 

GENERAL SERVICES ADMINISTRATION. 
PRIVACY ACT OF 1974 

System of Records 

Pursuant to the provisions of the Pri¬ 
vacy Act of 1974, Pub. L, 93-579, 5 U.8.C. 
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552a, the General Services Administra¬ 
tion <OSA> hereby publishes for com¬ 
ment a new system of records that will 
be maintained by GSA. 

A new system report was filed with the 
Speaker of the House, the President of 
the Senate, the Privacy Protection Study 
Commission, and the Office of Manage¬ 
ment and Budget on February 9. 1977. 

Any person interested in commenting 
on the routine use portions of the system 
of records contained In tills notice may 
do so by submitting comments in writ¬ 
ing to General Services Administration 
<BR), Washington. DC 20405. Comments 
must be submitted on or before April 21. 
1977. 

23-00-0103 (CSA/OAD 36) 

Syntem namr: 

Defunct Agency Records. GSA OAD. 
Sy*trm location: 

The system records are located in the 
GS Building. 18th and F Streets NW.. 
Washington. DC 20405. and in the GSA 
Regional Office Building. 7th and D 
Streets SW.. Washington. DC 20407. 

Ciategorir* of indnidualn rmmnl by the 
*y*tcm j 

Employees of defunct agencies, in¬ 
cluding but not limited to Presidential 
commissions, committees, small agencies, 
and boards, the records of which were 
serviced by GSA under a reimbursable 
administrative support agreement. 

Calrgori«*« of record* in the *y*teni: 

Varied payroll and financial records 
including but not limited to time and 
attendance cards, payment vouchers, 
comprehensive listing of employees, 
health benefits records, requests for de¬ 
ductions, tax forms, W-2 forms, overtime 
requests, leave data, retirement records, 
and vendor register and payment tapes. 

Authority fur maintenance of llir sy»trni: 

The Economy Act, 31 U.8.C. 686 and 
the Federal Property and Administrative 
Services Act of 1949. as amended. 63 
Stat. 377. 

Routine u*e* of record* maintained In the 
nMcm, including categories of iimta 
and the purpose* of *ueh u*c»s 

The records are used by GSA person¬ 
nel in concluding the administrative op¬ 
erations of the defunct agency. Routine 
uses of records maintained In the system 
a hail include providing a copy of an em¬ 
ployee's Department of the Treasury 
Form W-2, Wage and Tax Statement, to 
the State, city, or other local jurisdiction 
which is authorized to tax the employ¬ 
ee’s compensation. The record will be 
provided in accordance with a withhold¬ 
ing agreement between the State, city, or 
other local jurisdiction and the Depart¬ 
ment of the Treasury pursuant to 5 
UB.C. 5516, 5517, and 5520, or in the ab¬ 
sence thereof, in response to a written 
request from an appropriate official of 
the taxing jurisdiction to the Director of 
Administration, General Services Ad¬ 
ministration <B). Washington, DC 20405. 
The request must include a copy of the 


applicable statute or ordinance authoriz¬ 
ing the taxation of the compensation and 
should indicate whether the authority of 
the Jurisdiction to tax the employee is 
based on place of residence, place of em¬ 
ployment, or both. 

Pursuant to a withholding agreement 
between a city and the Department of 
the Treasury (5 UB.C. 5520), copies of 
executed city tax withholding certificates 
shall be furnished the city in response to 
a written request from an appropriate 
city official to the Director of Adminis¬ 
tration. General Sendees Administration 
(B). Washington, DC 20405. 

Records are also released to the Gen¬ 
eral Accounting Office for audits, to the 
Internal Revenue Service for Investiga¬ 
tions. and to the Civil Service Commis¬ 
sion (CSC) concerning pay. benefits, re¬ 
tirement deductions, and other informa¬ 
tion necessary for the CSC to carry out 
its Government-wide personnel manage¬ 
ment functions. 

ALso those routine uses contained in 
the appendix following the GSA Notices. 

I’olirir* and practice* of utoring. retriev¬ 
ing, weeding, retaining, and dUpo*- 
ing of records in the system: 

Storage: 

Paper records in file folders and cord 
files, microfilm records in reels and 
cabinets, magnetic tapes and cards In 
cabinets and storage libraries, and com¬ 
puter records within a computer and 
attached equipment. 

Retrievability: 

Payroll records are retrieved by the 
social security number and all other 
records by name. 

Safeguard*: 

When not in use by on authorized 
person, the records are stored in lock- 
able metal containers or in secured 
rooms. 

Retention and di*po*alt 

Disposition of records will be in ac¬ 
cordance with the HB, GSA Records 
Maintenance and Disposition System 
<OAD P 1820.2). 

SyMcm manager* and itdilmam: 

The system manager for those records 
which were being serviced under agree¬ 
ment by the Agency Liaison Division at 
the time the agency expired is the Di¬ 
rector. Agency Liaison Division. GS 
Building. 18th and F Streets NW.. Wash¬ 
ington, DC. Mailing address: General 
Services Administration (BRZ>, Wash¬ 
ington, DC 20405. The system manager 
for those records which were being serv¬ 
iced under agreement by the Office of 
Finance is the Director of Finance. Gen¬ 
eral Services Administration, 18th and 
F 8treets NW., Washington. DC. Mailing 
address: General Services Administra¬ 
tion (BC), Washington, DC 20405. 

Notification procedure*: 

Requests for assistance should be made 
to the Director of Information. General 
Services Administration (AVI), Wash¬ 
ington. DC 20405. 


Acre*# and rontr*t procedure*: 

GSA procedures for record access and 
contesting records are contained in 41 
CFR 105-64. Address request in writing 
to the system manager. The legend 
“Privacy Act Request” shall appear on 
the letter and envelope. 

Record MHiree categoric*: 

Upon termination, the agency being 
serviced by GSA publishes a notice in 
the Fxdkral Register transferring ad¬ 
ministrative responsibilities for the rec¬ 
ords to GSA. 

Dated at Washington. D.C., on 
March 11. 1977. 

C. L. Morrison. Jr«, 
Actino Director of Admi?iistration. 

|Fit Doc.77-8420 Filed 3-21-77:8:45 amj 


Federal Preparedness Agency 

NATIONAL HEALTH RESOURCES 
ADVISORY COMMITTEE 

Continuation of Advisory Committee 

In accordance with the review of Fed¬ 
eral advisory committees directed by the 
President’s letter of February 25. 1977 
and Transmittal Memorandum No. 5, 
OMB Circular No. A-63 of March 7, 1977. 
notice Is hereby given to provide the pub¬ 
lic an opportunity to comment on the 
continuation of the National Health Re¬ 
sources Advisory Committee of the Fed¬ 
eral Preparedness Agency. GSA. This 
Committee advises the Administrator. 
GSA on the development of policies, 
plans, and programs related to health 
preparedness for national emergencies. 

Interested persons may comment on 
this proposal, including recommenda¬ 
tions for continuance or termination, by 
writing to Federal Preparedness Agency 
rEE). General Services Administration, 
Washington. DC 20405 by April 1. 1977. 

Dated: March 17.1977. 

Lcsuk W. Bray, Jr . 

Director Federal 
Preparedness Agency. 

|FR Doc 77-8694 Filed 3-2!-77:10:34 ami 


PROGRAM ADVISORY COMMITTEE 
Continuation of Advisory Committee 

In accordance with the review of Fed¬ 
eral advLsory committees directed by the 
President’s letter of February 25. 1977 
and Transmittal Memorandum No. 5. 
OMB Circular No. A-63 of March 7. 1977. 
notice is hereby given to provide the pub¬ 
lic an opportunity to comment on the 
continuation of the Program Advisory’ 
Committee of the Federal Preparedness 
Agency. GSA. This Committee advises the 
Director, FPA on preparedness matters 
dealing with the adequacy and allocation 
of resources for emergencies and other 
civil emergency matters. 

Interested persons may comment on 
this proposal, including recommenda¬ 
tions for continuance or termination, by 
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writing to Federal Preparedness Agency 
(EE>. General Services Administration. 
Washington. DC 20405 by April 1,1977. 

Dated: March 17. 1977. 

Leslie W. Bbay. Jr., 

Director. 

Federal Preparedness Agency. 

1FR Doc 77 8695 Filed 3-21-77,10:85 om| 


DEPARTMENT OF HEALTH. 
EDUCATION, AND WELFARE 

Alcohol, Drug Abuse, and Mental Health 
Administration 

UNIVERSITY OF TENNESSEE. CENTER 
FOR HEALTH SCIENCES 

Research on Mental Health; Authorization 
of Confidentiality 

Under the authority vested In the 
Secretary of Health. Education, and 
Welfare by section 303(a) of the Public 
Health 8ervice Act (42 U.S.C. 242a(a) >, 
all persons who— 

1. are employed by the University of 
Tennessee Center for Health Sciences. 
Memphis. Tennessee; and 

2. have. In the course of that employ¬ 
ment. access to information which 
would identify Individuals who are the 
subjects of the research on mental health 
which is assisted by the Department of 
Health. Education, and Welfare grant 
numbered R01 MH 28051. entiUed ‘The 
Evaluation and Treatment tf Sexual 
Aggrcssives”; 

are hereby authorized to protect the 
privacy of the Individuals who are the 
subjects of that research by withholding 
their names and other identifying 
characteristics from all persons not con¬ 
nected with the conduct of that research. 

As provided in section 303(a) of the 
Public Healtli Service Act (42 VJSJC . 
242a(a)>: 

Persons so authorized to protect the pri¬ 
vacy of such Individual* may not be com¬ 
pelled in any Federal. Slate, or local civil, 
criminal, administrative, legislative, or other 
proceedings to Identify such individuals. 

This authorization does not authorize 
employees of the University of Tennessee 
Center for Health Science? to refuse to 
to reveal to qualified personnel of the 
Department of Health. Education, and 
Welfare, for the purpose of management 
or financial audits or program evalua¬ 
tion. the names or other identifying 
characteristics of Individuals who arc 
the subjects of the research conducted 
pursuant to Department of Health. Edu¬ 
cation, and Welfare grant numbered 
R01 MH 28051. Such personnel will hold 
any Identifying Information so obtained 
strictly confidential in accordance with 
45 CFR 5.71. 

This authorization is applicable to all 
information obtained pursuant to De¬ 
partment of Health. Education, and 
Welfare grant numbered R01 MH 28051 
which would identify the individuals who 


are the subjects of the research con¬ 
ducted under that grant. 

Dated: February 22.1977. 

Thomas F. A. Plaut, 
Deputy Director. National Institute 
of Mental Health . 

Dated: February 23.1977. 

Robert L. DuPokt. 
Director. National Institute 
on Drug Abuse. 

Dated: March 4.1977. 

Franci s N. Waldrop. 
Deputy Administrator. Alcohol. 
Drug Abuse, and Mental 
Health Administration, 

|Fit Doc.77-8409 Filed 8-21-77:8 45 am| 


Office of the Assistant Secretary for Health 

NATIONAL COMMISSION FOR THE PRO¬ 
TECTION OF HUMAN SUBJECTS OF 
BIOMEDICAL AND BEHAVIORAL RE¬ 
SEARCH 

Meeting; Confirmation of Public Hoarlngs 

The National Commission for the Pro¬ 
tection of Human Subjects of Biomedi¬ 
cal and Behavioral Research will meet on 
April 8 and 9. 1977. In Conference Room 
6. C Wing, Building 31. National Insti¬ 
tutes of Health. 90000 Rockville Pike. 
Bethcsda, Maryland. The meeting will 
convene at 9:00 ajn. each day and will 
be open to the public, subject to the limi¬ 
tations of available space. Topics identi¬ 
fied in the mandate to the Commission 
under the National Research Act (Pub. 
L. 93-348). as amended, including re¬ 
search involving children, the Special 
Study (section 203 of Pub. L. 93-348), 
and the identification of ethical prin¬ 
ciples that should underlie the conduct 
of biomedical and behavioral research 
Involving human subjects, will be the 
agenda for this meeting. 

As previously announced in the Fed¬ 
eral Register on February 3, 1977 (42 
FR 6841), the National Commission for 
the Protection of Human Subjects will 
also conduct public hearings on the per¬ 
formance of the Institutional Review 
Boards (IRBs) which review research 
involving human subjects. The hearings 
on IRBs will commence at 9:00 am. on 
the dates and at the locations noted be¬ 
low: 

April 5. 1977: Room 304A. Dtrkotn Federal 
Building, 219 Dearborn Street, Chicago, 

AprU 15. 1977: Room 15018, UJ8. Court Fed¬ 
eral Building. 450 Golden Gat* Avenue, 
San Francisco, California. 

May 8, 1977: Conference Room 8. Building 
31. National Institute* of Health. 9000 
Rock vine Pike. Bcthesda. Maryland. 

Written materials of any length may 
be submitted to the Commission at any 
time. Requests for information should be 
directed to Ms. Betsy Singer. Public In¬ 
formation Officer (301-498-7776). Room 


125. Westwood Building. 5333 Westbard 
Avenue. Betheada, Maryland 20016. 

Dated: March 15.1977. 

Michael 8. Yeslxy. 
Staff Director . National Com¬ 
mission for the Protection of 
Human Subjects of Biomedi¬ 
cal and Behavioral Research. 

| FR Doc.77-8490 Filed 3-21-77:8:45 am| 


Food and Drug Administration 

(Docket No 78N-0325; DKSI 3285 and 40811 

CERTAIN ANTICHOLINERGIC DRUGS 

Drugs for Human Use; Drug Efficacy Study 

Implementation; Followup Notice and 

Opportunity for Hearing 

The Food and Drug Administration is 
reclassifying the lcss-than-effective indi¬ 
cations for certain anticholinergic drugs, 
offering an opportunity for a hearing on 
certain indications considered to lack 
substantial evidence of effectiveness, and 
announcing the conditions under which 
the drugs may be marketed for the In¬ 
dications for which they are regarded as 
effective. Persona who wish to request a 
hearing may do so on or before April 21, 
1977. _ 

In a notice (DESI 3265; Docket No. 
FDC-D-303 (now Docket No. 76N-0325)) 
published In the Federal Register of 
June 18. 1971 (36 FR 11754). the Food 
and Drug Administration announced Its 
conclusions that the drugs described 
below are; 

1. (a) Effective for use as adjunctive 
therapy in the treatment of peptic ulcer; 
(b) In addition, methanthellno bromide 
preparations (oral and parenteral) arc 
effective for use for uninhibited, hyper¬ 
tonic neurogenic bladder. The parenteral 
form Is also effective for use as preoncs- 
thctic medication. 

2. (a) Probably effective for use as ad¬ 
junctive therapy in the irritable bowel 
syndrome (Irritable colon, spastic colon, 
mucous collUs, acute enterocolitis, and 
functional gastrointestinal disorders); 
and for use as adJuncUve therapy In neu¬ 
rogenic bowel disturbances (including 
the splenic flexure syndrome and neuro¬ 
genic colon). 

(b) The pedJntrlc preparations arc 
probably effective for use In the treat¬ 
ment of infant colic. 

3. (a) Possibly effective for the treat¬ 
ment of hyperliidrosis and excessive sali¬ 
vation; adjunctive therapy in the treat¬ 
ment of hiatus hernia; treatment of uri¬ 
nary bladder spasm and urethral spasm 
(Le.. smooth muscle spasm); use as an 
adjunct In the treatment of esophagitis, 
diverticulitis, aerospasm. pancreatitis, ul¬ 
cerative colitis, and regional enteritis: 
use as an adjunct in the treatment of 
constipation, i-e.. chronic constipation, 
irregular bowel habits, functional con¬ 
stipation. and spastic constipation: use 
as an adjunct in the treatment of diar¬ 
rheas. Le., loose stools, functional dkar- 
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rheas, post-gastrectomy diarrheas (post¬ 
gastrectomy syndrome, dumping syn¬ 
drome*. drug-induced diarrheas, acute 
enteritis. Intestinal viral infection, coli¬ 
tis, ileocolitis, and diarrheas with ileos¬ 
tomies and ileoanal anastomoses; use 
as an adjunct in the treatment of pre¬ 
menstrual cramps and dysmenorrhea; 
and in the treatment of migraine head¬ 
aches. (b) The drugs in Injectable dos¬ 
age form are also possibly effective for 
use in the treatment of hyperemesis 
gravidarum. 

4. Lacking substantial evidence of ef¬ 
fectiveness for the treatment of chronic 
hypertrophic gastritis; treatment of 
pylorospasm. duodenitis, cardiospasm, 
and pyloroduodenal irritability; treat¬ 
ment of biliary dyskinesias, cholelithia¬ 
sis, cholecystitis, and biliary spasm; 
pyrosis; use in preoperative preparation 
for gastrectomy; treatment of psycho¬ 
genic enuresis; and for the treatment 
of tho following vague conditions; gas¬ 
trointestinal spasm, intestinal colic, non¬ 
specific gastroenteritis, indigestion, and 
“other upper gastrointestinal tract dis¬ 
orders’ 4 . 

That notice also offered an oppor¬ 
tunity for a hearing concerning the in¬ 
dications concluded at that time to lack 
substantial evidence of effectiveness. No 
person has submitted any data in sup¬ 
port of the probably effective and pos¬ 
sibly effective Indications, and they are 
now reclassified to lacking substantial 
evidence of effectiveness. 

In another notice (DESI 4681) pub¬ 
lished in the Federal Register of Octo¬ 
ber 21. 1970 (35 FR 16422 >, the Food and 
Drug Administration had announced its 
conclusions that Prantal Tablets <dl- 
phemanll mcthvlsulfate) is possibly ef¬ 
fective and lacking substantial evidence 
of effectiveness for Its labeled indica¬ 
tions, Prantal Injection was classified as 
effective in the June 18, 1971 notice. The 
classification of the tablet form as pos¬ 
sibly effective ns an anticholinergic was 
based upon the question raised by the 
National Academy of Sciences-National 
Research Council. Drug Efficacy Study 
Group concerning the Absorption of dJ- 
phemanil methylsulfate when admin¬ 
istered orally. The effectiveness of the 
drug entity itself was not questioned. 
Pursuant to the October 21. 1970 notice, 
Schering Corporation submitted data 
from two clinical studies which show 
that Prantal Tablets produce the con¬ 
ventional anticholinergic effect on gas¬ 
tric acid secretion. Therefore, Prantal 
Tablets is hereby reclassified to effective 
for use as adjunctive therapy for the 
treatment of peptic ulcer and lacking 
substantial evidence of effectiveness for 
all other indications. 

The notice that follows docs not per¬ 
tain to the indications stated in the 
June 18. 1971 notice to lack substantial 
evidence of effectiveness. No person re¬ 
quested a hearing concerning them and 
they are no longer allowable in labeling. 
Any such product labeled for those in¬ 
dications is subject to regulatory action. 

1 NDA 3-265; Metropine Tablets. Hy¬ 
podermic Tablets, Drops. Elixir and In¬ 
jection. each containing methylatroplne 


nitrate; Penn wait Prescription Product 
Division, P.O. Box 1766, Rochester, NY 
14603. 

2. That part of NDA 7390 pertaining 
to Ban thine Tablets; and 

3. NDA 8-091; Banthine Powder for 
Injection, each containing methanthc- 
line bromide; O. D. Searle li Co., P.O. 
Box 5110, Chicago. IL 60680. 

4. NDA 8-398; Prantal Injection con¬ 
taining dlphcmanil methylsulfate; pre¬ 
viously marketed by Schering Corp., 
Galloping Hill Rd.. Kenilworth, NJ 
07033. 

5. NDA 8-114; Prantal Tablets contain¬ 
ing diphemanil methylsulfate; Schering 
Corp. 

6. That part of NDA 8-492 pertaining 
to Antrenyl Bromide Tablets, Pediatric 
Drops, and Syrup, each containing oxy- 
phenonium bromide; Ciba Pharmaceuti¬ 
cal Co., Division of Ciba-Geigy Corp., 
556 Morris Ave., Summit. NJ 07901. 

7. NDA 8-885; Centrine Tablets and 
Elixir, each containing aminopentamide 
sulfate; previously marketed by Bristol 
Laboratories, Division Bristol-Myers Co„ 
Box 657, Syracuse. NY 13201. 

8. NDA 12-827; Robinul Tablets and 
Robinul Forte Tablets, each containing 
glycopyrrolate; A. H. Robins Co.. Inc., 
1407 Cummings Dr., Richmond, VA 
23220. 

9. That part of NDA 9-427 pertaining 
to Piptal Tablets, Capsules and Elixir, 
each containing pipenzolate bromide; 
Merrcll National Laboratories, Division 
Richardson-Merrell, Inc., 110 E. Amity 
Rd.. Cincinnati. OH 45215. 

10. NDA 8-868; Elorinc Chloride Pul- 
vules containing tricyclamol chloride; 
and Elorinc Sulfate Pulvulcs containing 
tricyclamol sulfate; both previously 
marketed by Eli Lilly & Co.. P.O. Box 
618. Indianapolis. IN 46206. 

11. That part of NDA 8-910 pertaining 
to Tricoloid Tablets containing tricycla- 
mol chloride; previously marketed by 
Burroughs Wellcome k Co., 3030 Corn¬ 
wallis Rd., Research Triangle Park. NC 
27709. 

12. That part of NDA 9-032 pertaining 
to Monodral Bromide Caplets and Elixir, 
each containing penthlcnate bromide; 
previously marketed by Wlnthrop Labo¬ 
ratories, Division of Sterling Drug, Inc., 
90 Park Ave., New York, NY 10016. 

13. NDA 12-459; Nncton Tablets con¬ 
taining poldlnc methylsulfate: McNeil 
Laboratories Inc., Camp Hill Rd.. Fort 
Washington. PA 19034. 

14. NDA 8-848; Paminc Tablets; NDA 
9-262; Pamlne Syrup; and NDA 9-958; 
Pam in e Sterile Solution, each containing 
methscopolamine bromide; The Upjohn 
Co.. 7171 Portage Rd., Kalamazoo. MI 
49002. 

15. That part of NDA 10-679 pertain¬ 
ing to Can til Tablets and Liquid, each 
containing mepenzolate bromide; Mcr- 
rell National Laboratories. 

16. NDA 6-856; Dibulin Sulfate Injec¬ 
tion containing dibutoline sulfate; previ¬ 
ously marketed by Merck Sharp k 
Dohme. Division of Merck k Co., Inc., 
West Point. PA 19486. 

17. That part of NDA 8-732 pertaining 
to Pro-Ban thine Tablets and Half- 


Strcngth Tablets; and NDA 8-843; Pro- 
Banthine Powder for Injection, each 
containing propantheline bromide; G. 
D. Searle k Co. 

18. That part of NDA 9-489 pertaining 
to Pathilon Tablets: and NDA 9-729: 
Pathilon Parenteral, each containing 
tridihexethyl chloride; Lcderle Labora¬ 
tories, Division American Cyanamid Co., 
P.O. Box 500. Pearl River, NY 10965. 

19. NDA 10-744; Dorbid Tablets con¬ 
taining isopropamide iodide; Smith. 
Kline, k French Laboratories. Division 
SmithKJinc Corp., Inc., 1500 Spring Gar¬ 
den St.. Philadelphia. PA 19101. 

20. NDA 11-612: Daricon Tablets con¬ 
taining oxvphencycllmlnc hydrochloride; 
Pfizer laboratories. Division of Pfizer, 
Inc., 235 E. 42nd St.. New York. NY 
10017. 

21. That part of NDA 10-599 pertain¬ 
ing to Tral Tablets containing hexo- 
cyclium methylsulfate; Abbott labora¬ 
tories. 14th k Sheridan Rd., North Chi¬ 
cago. IL 60064. 

22. That part of NDA 11-687 pertain¬ 
ing to Tral Drops containing hexocy- 
clium methylsulfate; Abbott Labora¬ 
tories. 

23. NDA 13-428; Vftlpin Tablets; and 
NDA 13-429; Valpin Elixir, each contain¬ 
ing anisotroplne methylbromtde: Endo 
Laboratories, Inc., 1000 Stewart Ave., 
Garden City, NY 11533. 

Other drugs included In the October 
21. 1970. and June 18, 1971 notices are 
not affected by this notice. Some of the 
dosage forms listed above were not in¬ 
cluded in either initial notice, but are 
affected by this notice. The following 
new drug applications were not included 
in the Initial notices, but are also affected 
by this notice. 

1. NDA 9-801: Antrenyl Bromide In¬ 
jection containing oxyphenonium bro¬ 
mide; previously marketed by Ciba 
Pharmaceutical Co. 

2. NDA 10-281: Monodral Tablets con¬ 
taining penthlcnate bromide; previously 
marketed by Wlnthrop Laboratories. Inc. 

3. That part of NDA 11-999 pertaining 
to Gastrix Tablets containing oxyphon- 
cycllmlne hvdrochloride; previously 
marketed bv Rowell Laboratories, Inc., 
Baudette, MN 56623. 

4. NDA 14-764 and NDA 17-558; 
Robinul Injection containing glycopyrro- 
latc: A. H. Robins Co,. Inc. Tills notice 
only pertains to the drug's anticholin¬ 
ergic Indications. 

5. NDA 8-494; Malcotran Tablets con¬ 
taining homatropine methylbromide; 
Pennwalt Corp. 

In a notice published in the Federal 
Register of March 18, 1972 (37 FR 5711), 
the approval of NDA 6-856 for Dibuline 
Sulfate Injection was withdrawn on the 
grounds of failure to submit required re¬ 
ports under section 505 (J) of the Federal 
Food. Drug, and Cosmetic Act (21 U.S.C, 
355(j)). At the time that notice was pub¬ 
lished. no final conclusion concerning its 
probably effective and possibly effective 
indications had been reached. That con¬ 
clusion has now been reached, and the 
purpose of including Dibuline Sulfate 
Injection (NDA 6-856) in this notice is 
to Inform all interested persons of such 
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conclusion and offer them the opportu¬ 
nity to request a hearing concerning all 
issues relating to Its legal status. 

Such drugs arc regarded as new drugs 
<21 U.8.C. 321<p)). Supplemental new 
drug applications are required to revise 
the labeling In and to update Approved 
applications providing for such drugs* 
An approved new drug application Is a 
requirement for marketing such drug 
product*. 

In addition to the holder (s) of the 
new drug application Cs) specifically 
named above, this notice applies to all 
persons who manufacture or distribute a 
drug product, not the subject of an ap¬ 
proved new drug application, that Is 
identical, related, or similar to a drug 
prod uct named above, as defined in 21 
CFR 310.6. It is the responsibility of 
every drug manufacturer or distributor 
to retiew this notice to determine 
whether it covers any drug product he 
manufactures or distributes. Any person 
may request an opinion of the appllca- 
bUlty of this notice to a specific drug 
product he manufactures or distributes 
that may be Identical, related, or similar 
to a drug product named in this notice 
by writing to the Food and Drug Admin¬ 
istration. Bureau of Drugs. Division of 
Drug Labeling Compliance (HFD-310). 
5600 Fishers Lane, Rockville. MD 20657. 

A. Effectiveness classification. The 
Food and Drug Administration has re¬ 
viewed all available evidence and con¬ 
cludes that the drugs are effective for 
the indications listed in the labeling con¬ 
ditions below. The drugs now lack sub¬ 
stantial evidence of effectiveness for the 
Indications evaluated as probably effec¬ 
tive and possibly effective in the June 16. 
1971 notice, and for the possible effective 
indications in the October 21.1970 notice 
not upgraded to effective. 

B. Conditions for approval and mar¬ 
keting. The Food and Drug Administra¬ 
tion is prepared to approve abbreviated 
new drug applications and abbreviated 
supplements to previously approved new 
drug applications under conditions de¬ 
scribed herein. 

1. Form of drug. The drugs are In tab¬ 
let, cApsule. or liquid form suitable for 
oral administration if listed above in 
such form; or tn sterile aqueous solution 
form suitable for parenteral administra¬ 
tion. If listed above. 

2. Labeling conditions, a. The labels 
bear the statement, “Caution: Federal 
law prohibits dispensing without pre¬ 
scription/* 

b. The drugs are labeled to comply 
with all requirements of the act and reg¬ 
ulations. and the labeling bears adequate 
information for safe and effective use of 
the drug. The Indications may be stated 
ns shown either In (1) or (11) below. As 
a result of previous Bureau of Drugs* 
recommendations, some NDA holders 
have begun to use the language in item 
(U). The Bureau anticipates that that 
language will be In the indications sec¬ 
tion of the full labeling text that Is to 
be published as a labeling guideline for 
anticholinergic drug products In the fu¬ 
ture. However, at the present time label¬ 


ing will be considered acceptable If either 
item (!) or (11) 1* used for the indication. 

(I) For use as adjunctive therapy for 
the treatment of peptic ulcer. 

(II) For use as adjunctive therapy for 
the treatment of peptic ulcer. (Name of 
drug) has not been shown to be effective 
in contributing to the healing of peptic 
ulcer, decreasing the rate of recurrence 
or preventing complies tions. 

(III) For methantheline bromide t add: 
For use for uninhibited, hypertonic 
neurogenic bladder. 

(Iv) For methanthellnc bromide paren¬ 
teral, add: The parenteral form of the 
drug Is also indicated for use as pre- 
anesthetic medication. 

3. Marketing status, a. Marketing of 
such drug products that are now the sub¬ 
ject of an approved or effective new drug 
application may be continued provided 
that, on or before May 23. 1977. the 
holder of the application submits. If he 
has not previously done so. (1) a supple¬ 
ment for revised labeling as needed to be 
in accord with the labeling conditions 
described in this notice, and complete 
container labeling if current container 
labeling has not been submitted, and (li> 
a supplement to provide updating in¬ 
formation with respect to items 6 < com¬ 
ponents), 7 (composition), and 8 
(methods, facilities, and controls) of new 
drug application form FD-356H <21 CFR 
314.1(c)) to the extent required in ab¬ 
breviated applications (21 CFR 314.1(0 >. 

b. (I) Approval of an abbreviated new 
drug application (21 CFR 314.1(0 > must 
be obtained prior to marketing such 
product. Marketing prior to approval of a 
new drug application will subject such 
products, and those persons who caused 
the products to be marketed, to regula¬ 
tory action. 

<il> With respect to dlphemanll meth- 
ylsulfate tablets, bioavailability studies 
are required as a part of the abbreviated 
new drug application (ANDA). Buch 
studies shall consist of either blood level 
comparisons to Frontal Tablets (Sober¬ 
ing) in adult volunteers after single or 
multiple dose administration or clinical 
trials performed in patients. Multiple 
dose studies and clinical trials require 
the submission of a Notice of Claimed 
Investigational Exemption for a New 
Drug iIND) and a protocol to assure the 
safety and proper procedures In patients. 
In addition, it is advisable that firms 
submit a protocol with the ANDA and 
obtain approval of the protocol prior to 
undertaking a single dose 6tudy In human 
subjects. Abbreviated new drug applica¬ 
tions for dlphemanll methylsulfate shall 
also Include In vitro dissolution rate data. 

C. Notice of opportunity for hearing. 
On the basis of all the data and Informa¬ 
tion available to him, the Director of the 
Bureau of Drugs is unaware of any ade¬ 
quate and well-controlled clinical in¬ 
vestigation, conducted by experts quali¬ 
fied by scientific training and experience, 
meeting the requirements of section 505. 
of the Federal Food. Drug, and Cosmetic* 
Act (21 U.S.C. 355) and 21 CFR 314.111 
(a)(5), demonstrating the effectiveness 
of the drug's) for the indication's) lack¬ 
ing substantial evidence of effectiveness 


referred to In paragraph A. of this 
notice. 

Notice is given to the holder(s) of the 
new drug application's). and to all other 
interested persons, that the Director of 
the Bureau of Drugs proposes to Issue an 
order under section 505(e) of the Federal 
Food. Drug, and Cosmetic Act (21 
0B.C. 355(e)), withdrawing approval of 
the new drug application (s) (or, if indi¬ 
cated above, those parts of the applica¬ 
tion's) providing for the drug prod¬ 
uct (s) listed above) and all amendments 
and supplements thereto providing for 
the indication(s) lacking substantial evi¬ 
dence of effectiveness referred to In para¬ 
graph A. of this notice on the ground 
that new information before him with 
respect to the drug product(s), evalu¬ 
ated together with the evidence avail¬ 
able to him at the time of approval of 
the application(s). shows there Is a lack 
of substantial evidence that the drug 
product(s) will have all the effects it 
purports or is represented to have under 
the conditions of use prescribed, recom¬ 
mended. or suggested in the labeling. An 
order withdrawing approval will not 
issue with respect to any application's) 
supplemented. In accord with this notice, 
to delete the claim (s) lacking substantial 
evidence of effectiveness. 

In addition to the ground for the pro¬ 
posed withdrawal of approval stated 
above, this notice of opportunity for 
hearing encompasses all Issues relating 
to the legal status of the drug products 
subject to it (Including Identical, re¬ 
lated. or similar drug products as de¬ 
fined In 21 CFR 310.6). e.g.. any con¬ 
tention that any such product is not a 
new drug because it is generally recog¬ 
nized as safe and effective within the 
meaning of section 201 (p) of the act 
or because it Is exempt from part or all 
of the new drug provisions of the act 
pursuant to the exemption for products 
marketed prior to June 25. 1938, con¬ 
tained in section 201 (p) of the act, or 
pursuant to section 107(c) of the Drug 
Amendments of 1962; or for any other 
reason. 

In accordance with the provisions of 
section 505 of the act (21 UB.C. 355) 
and the regulations promulgated there¬ 
under (21 CFR Parts 310. 314). the ap¬ 
plicant's) and all other persons who 
manufacture or distribute a drug prod¬ 
uct which Is Identical, related, or similar 
to a drug product named above (21 CFR 
310.6). are hereby given an opportunity 
for a hearing to show why approval of 
the new drug application's) providing 
for the claim's) involved should not be 
withdrawn and an opportunity to raise, 
for administrative determination, all 
Issues relating to the legal status of a 
drug product named above and all 
identical, related, or similar drug 
products. 

If an applicant or any person subject 
to this notice pursuant to 21 CFR 310.6 
elects to avail himself of the opportunity 
for a hearing, he shall file d) on or be¬ 
fore April 21. 1977, a written notice of 
appearance and request for hearing, and 
(2) on or before May 23. 1977, the data. 
Information, and analyses on which ho 
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reli es to justify a hearing, as specified In 
21 CFR 314.200. Any other interested 
person may also submit comments on 
this proposal to withdraw approval. The 
procedures and requirements governing 
this notice of opportunity for beating, a 
notice of appearance and request for 
hearing, a submission of data, informa¬ 
tion, and analyses to Justify a hearing, 
other comments, and a grant or denial 
of hearing, arc contained in 21 CFR 
314.200. 

The failure of an applicant or any 
other perso n sub ject to this notice pur¬ 
suant to 21 CFR 310.6 to file timely wit- 
ten appearance and r equest for hearing 
as required by 21 CFR 314.200 constitute, 
an election by such person not to avail 
himself of the opportunity for a hearing 
concerning the action proposed with res- 
l*ct to such drug product and a waiver 
of any contentions concerning the legal 
status of such drug product. Any such 
drug product labeled for the indica- 
tion(s) lacking substantial evidence of 
effectiveness referred to Jn paragraph A. 
of this notice may not thereafter law¬ 
fully be marketed, and the Food and 
Drug Administration will initiate ap¬ 
propriate regulatory action to remove 
such drug products from the market. 
Any new drug product marketed with¬ 
out an approved NDA is subject to reg¬ 
ulatory action at any time. 

A request for a hearing may not rest 
upon mere allegations or denials, but 
set forth specific facts showing that 
there is a genuine and substantial issue 
of fact that requires a hearing. If it con¬ 
clusively appears from the face of the 
data, information, and factual analyses 
in the request for the hearing that there 
is no genuine and substantial issue of 
fact which precludes the withdrawal of 
approval of the application, or when a 
request for hearing is not made in the 
required format or with the required 
analyses, the Commissioner will enter 
nummary judgment against the per- 
non(s) who requests the hearing, making 
findings and conclusions, denying a 
hearing. 

All submissions pursuant to this notice 
of opportunity for hearing shall be filed 
in quintupUcatc. Such submissions, ex¬ 
cept for data and Information prohibited 
from public disclosure pursuant to 21 
UB.C. 331 (j) or 18 U.S.C. 1905, may be 
ften In the office of the Rearing Clerk 
address given below) during working 
hours, Monday through Friday. 

Communications forwarded In re¬ 
sponse to this notice should be Identified 
with the reference number DESI 3265 or 
4681. as appropriate, directed to the at¬ 
tention of the appropriate office below, 
and addressed to the Food and Drug Ad¬ 
ministration, 5600 Fishers Lane. Rock¬ 
ville, MD 20857. 

Supplements (identify with NDA 
number): Division of Cardio-Rcnal Drug 
Products (HFD-110), Rm. 16B-30, 
Bureau of Drugs. 

Original abbreviated new drug ap¬ 
plications (identify as such): Division of 
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Generic Drug Monographs <HFD-530>. 
Bureau of Drugs. 

Request for Hearing (identify with 
Docket number appearing in the head¬ 
ing of this notice): Hearing Clerk, Food 
and Drug Administration (HFC-20). 
Rm 4-65 

Requests for the report of the National 
Academy of Sciences-National Research 
Council: Public Records and Document 
Center <HFC-18), Rm. 4-62 

Other communications regarding this 
notice: Drug Efficacy Study Implemen¬ 
tation Project Manager < HFD-501), 
Bureau of Drugs. 

Tills notice is issued under the Fed¬ 
eral Food. Drug, and Cosmetic Act (sees. 
502. 505, 52 Stat, 1050-1053, as amended 
(21 UJ3.C. 352, 355) > and under the au¬ 
thority delegated to the D irector of the 
Bureau of Drugs (21 CFR 5.31) (recodi¬ 
fication published in the Federal Reg¬ 
ister or June 15. 1976 (41 FR 24262)). 

Dated: March 11,1977. 

J. Richard Crout. 

Director. Bureau of Drugs . 

I FR Doc.77-8267 Filed 3 21-77:8:46 am} 


(Docket No. 76N-0802; DESI 8867] 

CERTAIN RESERPINE PREPARATIONS 

Drugs For Human Use; Drug Efficacy Study 
Implementation; Amendment 

In the Federal Register of August 5. 
1976 <41 FR 32767). the Food and Drug 
Administration published conclusions 
concerning the effectiveness of oral re- 
serpine in potencies of 1 milligram or 
leas in standard dosage form. That no¬ 
tice did not name the following reser- 
pine product: 

NDA 10-124: Serpaion Tablets con¬ 
taining reserpine 0.1, 0.25. and 1 mg per 
tablet; The Lannett Co.. 9000 State Rd , 
Philadelphia. Pa. 19136. 

The notice of August 5. 1976, is hereby 
amended to include the above new drug 
application. 

This notice is issued under the Fed¬ 
eral Food, Drug, and Cosmetic Act (secs. 
502. 505. 52 Stat. 1050-1053 as amended, 
(21 UjS.C. 352, 355>) and under author¬ 
ity delegated to the Director of Bureau 
of Drugs (21 CFR 5.31) (recodiflcation 
published in the Federal Register of 
June 15, 1976 (41 FR 24262)). 

Dated: March 11. 1977. 

J. Richard Crout, 
Director. Bureau of Drugs. 

|FR Doc 77-8288 Filed 8-21-77:8:45 am} 

Food and Drug Administration 
ADVISORY COMMITTEES 
Meetings 

Correction 

In FR Doc. 77-7522 appearing at page 
14175 in the issue for Tuesday. March 
15. 1977. the name of the second com¬ 
mittee listed on page 14175 not reading 
‘ Miscellaneous External Drug Products 
Panel** should have read "Miscellaneous 
Internal Drug Products Panel* 4 . 
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DENTIFRICE AND DENTAL CARE PANEL 
Notice of Rescheduling 

Pursuant to the Federal Advisory Com¬ 
mittee Act of October 6. 1972 (Pub. I* 
92-463, 86 Stat. 770-776 (5 U.S.C. App. 
I)). the Food and Drug Administration 
announced in a notice published in the 
Federal Register of March 15. 1977 (42 
FR 14175), public advisory committee 
meetings and other required information 
in accordance with provisions set forth 
in section 10(a> (1) and (2> of the act 

Notice Is hereby given that the Denti¬ 
frice and Dental Care Panel meeting 
scheduled for April 21 and 22. 1977. has 
been rescheduled for April 20 and 21. 
1977, tn Conference Rm. B, Park I awn 
Bldg. 5600 Fishers Lane. Rockville. MD. 
with the open session beginning at 9 
arn. 

Datcd: March 16. 1977. 

Joseph P. Hilr, 
Associate Commissioner 
for Compliance. 

I FR Doc.77 -8556 Filed 3-21-77;8:15 am} 


Health Services Administration 

ASSISTANCE UNDER THE PUBLIC HEALTH 
SERVICE ACT PROJECT GRANTS FOR 
HEMOPHILIA TREATMENT CENTERS 

Announcement of Availability of Grants 

The Bureau of Community Health 
Sendees, Health Services Administra¬ 
tion. announces that competitive appli¬ 
cations for grants for hemophilia treat¬ 
ment centers are being accepted under 
authority of section 1131(a) of the Pub¬ 
lic Health Service Act <42 UJ3.C. 300c- 
21 ). 

Section 1131(a) (42 U.8.C. 300c-21) 
authorizes grants to public and nonprofit 
private entities for support of hemo¬ 
philia treatment projects. Grants to elig¬ 
ible applicants may be made by the Sec¬ 
retary for projects which provide diag¬ 
nosis and treatment of individuals suf¬ 
fering from hemophilia on an outpatient 
basis which assures access to services for 
all such Individuals residing within the 
geographic area served by the project. 
Priority will be given to projects which 
will operate in areas having the greatest 
number of people in need of sendees. 

Application kits, including all neces¬ 
sary forms, instructions and information 
may be obtained (by written request) 
from, and completed applications re¬ 
turned to. the address below: 

Grant* Management Branch. Bureau of Com¬ 
munity Health Services. Health Service Ad¬ 
ministration. Room 7A 3D. Parklawn 
Building, 6600 Fishers Lane. Rockville. 
Maryland 20857 

Programmatic information relative to 
development of an application is avail¬ 
able from the Office for Maternal and 
Child Health. Bureau of Community 
Health Services. Room 7-15. Parklawn 
Building, 5600 Fishers Lane. Rockville. 
Maryland 20857, telephone 301-443-6600. 

Completed application must be re¬ 
ceived by June 1. 1977. 
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The amount available for grants under 
this announcement Is $3 million. 

Dated: March 9. 1977. 

John H. Kelso, 

Acting Administrator. 

Health Services Administration . 

|Fit Doc.77-6470 Filed S-2l-77;8:45 ami 

Public Health Service 

HEALTH MAINTENANCE 
ORGANIZATIONS 

Requirements for Applicants Submitting 
Marketing Plans 

Notice Is hereby given that pursuant 
to 42 CFR 110.604 an applicant submit¬ 
ting an application for a determination 
by the Secretary under section 1310 (d) 
of the Public Healtli Service Act that it 
is a qualified health maintenance orga¬ 
nization must comply with the require¬ 
ments set forth below. 

On February 3. 1977. ‘New qualifica¬ 
tion review procedures” were published 
in the Federal Register (42 FR 6640) 
which described review procedures de¬ 
signed to expedite the processing of the 
present backlog and future submissions 
of qualification applications. The follow¬ 
ing notice is to further clarify and elab¬ 
orate the procedures outlined in 43 FR 
6640. 

Nc\y Qualification Review Procedures 

The revised procedures are based on a 
series of screens. Intended to identify as 
early as possible in the review process 
applications with cither Incomplete in¬ 
formation or major compliance prob¬ 
lems. The first screen, completeness of 
the application, is intended to eliminate 
an applicant's incentive to submit an in¬ 
complete application in order to acquire 
an early place In the review process. In 
tills regard, notice is hereby given that 
once an application lias been received 
by the Office of Health Maintenance 
Organizations Qualification and Com¬ 
pliance (OHMOQ&C), no new material 
will be accepted as part of the official 
application unless this material is spe¬ 
cially requested by OHMOQ&C in a no¬ 
tification of incompleteness or its sub¬ 
mission is otherwise requested by 
OHMOQ&C. Tiie remaining screen, 
which is applied to all applications 
found to be complete, is based on the 
most frequent reason for denial of qual¬ 
ification: an unacceptable marketing 
plan. 

Any applicant whose application is 
found to be incomplete will be so notified 
in writing and will have 60 days from 
the date of notification to provide the 
missing materials. Should the missing 
information be received within 30 days 
from the date of notification, the ap¬ 
plication will be processed according to 
the original date of receipt. For these 
applications, the marketing screen will 
be completed within 30 days of the re¬ 
ceipt of the new information. If the ap¬ 
plication's marketing plan satisfies the 
criteria for this marketing screen (see 
below), the application will be fully re¬ 
viewed in its turn as determined by the 
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date of receipt of the original applica¬ 
tion. 

Should the missing information be re¬ 
ceived by the 60th day but after the 30th 
day. the marketing screen will be com¬ 
pleted within 30 days of the receipt of 
the new information. If the applica¬ 
tion’s marketing plan satisfies the cri¬ 
teria for the marketing screen (sec be¬ 
low». the application will be fully re¬ 
viewed in its turn as determined by the 
date of receipt of the additional in¬ 
formation. 

Any application not complete within 
the 60 day period will be denied qualifi¬ 
cation under the authority of 42 CFR 
110.605(a), and the applicant will be 
notified promptly. 

Additional Data Requirements 

Pursuant to 42 CFR 110.604<bM2> 
(xx). all applications must contain a 
detailed marketing plan. In addition to 
the information specified in the appli¬ 
cation instructions, with respect to such 
plan, the following information is re¬ 
quired: 

1. Projected enrollment data for each 
month by category of enrollec ‘employer 
groups, individuals. Medicaid. Medicare. 
Federal Employees’ Health Benefits 
Plan. etc.). For each category, indicate 
the number from new contracts and the 
number representing accounts growth 

2. Employer specific data on proposed 
new accounts to include: 

a. Name of employer. 

b. Number of eligible employees (as de¬ 
fined in 42 CFR 110.601: “Eligible em¬ 
ployee means an employee who meets the 
terms and conditions established by an 
employer or its designee to participate 
in a health benefits plan") In service 
area. Cite the number of union and the 
number of non-union eligible employees. 

c. Percentage of anticipated penetra¬ 
tion among eligible employees over time. 

d. Premium or dues structure and em¬ 
ployer and employee monetary contribu¬ 
tions to existing health benefits plants). 

e. Description of existing health bene¬ 
fit planes) coverage. 

f. Existing health benefits plan»s> con¬ 
tract anniversary dat«»s>. 

g. Anniversary date<s) of union con- 
tract(S), if applicable. 

3. Evidence of employer interest to 
offer the qualified health maintenance 
organization <HMO) <e.g., letter of in¬ 
tent. records of informal commitment). 

4. Information on proposed HMO rates 
by type of contract (e.g., composite, in¬ 
dividual, family. 3-tier> and rates by 
type of contract for competing indemnity 
and other prepaid health plans in the 
service area. 

These data must be provided by ail 
applicants for the period covering the 
first 12 months after anticipated quali¬ 
fication. Pre-operational plans, plans 
which are currently operating at a deficit 
as evidenced by the most recently audited 
financial statements, and those plans 
which do not meet the requirement that 
more than 50% of the enrollment be non- 
Medicaid and non-Medicare enrollees. 
will be required to sutamit the data for 
an additional 2 years: on a quarter-by¬ 


quarter employer specific basis for year 
2, and quarter-by-quarter aggregate 
basis for year 3. Applicants for a Federal 
loan must submit, in addition to the 
monthly data required for the first year, 
the employer specific data on a month- 
by-month basis for year 2: aggregated 
data on a month-by-month basis for 
year 3: and aggregated data on a quarter- 
by-quarter basis for years 4 and 5. 

Enrollment Waiver 

Section 1301(c) <3> of the Public 
Health Servict Act and 42 CFR 110.108 
(c) (the implementing regulations) re¬ 
quire a qualified HMO to offer enroll¬ 
ment to persons who are broadly repre¬ 
sentative of the various age, social, and 
inc ome groups within the area it serves. 
42 CFR 110.109(c) requires a qualified 
HMO to have at least 50% of its members 
not entitled to Medicare insurance bene¬ 
fits or to medical assistance under Med¬ 
icaid. but authorizes the Secretary to 
grant a waiver of the membership limita¬ 
tion requirement for purposes of quali¬ 
fication under Title xm. for “good 
cause shown.” 

Section 1903‘m> (1 > (B) of the Social 
Security Act prohibits Federal financial 
participation in the costs of a Medicaid - 
HMO risk-based contract with an HMO 
which has more than one-half <50^ » 
of Its membership who are insured under 
Title XVIII ‘Medicare) or who receive 
benefits under Title XIX (Medicaid) ex¬ 
cept that, if the on 5ft y demonstrates to 
the satisfaction of the Secretary, by the 
submission of plans for each year of a 
3-year period, that it is making “con¬ 
tinuous efforts and progress toward 
achieving compliance” with the 50% lim¬ 
itation, tills requirement can be delayed. 
The 3-year period to achieve compliance 
by enrolling non-Mcdicald and non- 
Medicarc members is either 3 years from 
October 8. 1976, when the requirement 
was enacted, or 3 years from the sign¬ 
ing of the initial contract with the State, 
whichever occurs later. There will be no 
extension or waiver of this specific time 
frame to achieve compliance. 

The Secretary will grant a “good cause” 
waiver of the 50% limitation of 42 CFR 
110.109(0 if: 

1. The entity submits an acceptable 
three-year plan, identical to both the 
time frame and criteria of the plans, re¬ 
ferred to above, which would demon¬ 
strate the entity's ability to make “con¬ 
tinuous efforts and progress towards 
achieving compliance,” with the enroll¬ 
ment limitation of Section 1903(m>(l) 
(B).or 

2. The applicant demonstrates that the 
socio-economic characteristics of the 
service area Indicate that an enrollment 
of more than 50% Title XVIII and/or 
Title XIX beneficiaries is a broadly rep¬ 
resentative enrollment. 

Further, the total marketing plan must 
provide: 

1. Documentation to support the pro¬ 
jected penetration rates. 

2. Projected monthly and quarterly 
enrollments consistent with the penetra¬ 
tion rates. 
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3. Ail explanation of any heavy in¬ 
flux of enrollment projected for a single 
12 month period. 

If it Is determined that the marketing 
plan submitted as a part of the applica¬ 
tion does not meet the conditions for a 
M good cause" waiver or does not satis¬ 
factorily establish that the HMO will 
have a fiscally sound operation, quali¬ 
fication will be denied, and the applicant 
will be promptly notified in writing. 

Application Dotcitnciks 

Application deficlences uncovered by 
the complete application review will be 
communicated to the applicant by letter. 
The applicant will then have 30 days 
from the date of notification to satisfy 
the indicated deficiencies. Should these 
deficiencies not be corrected within the 
30 days, the applicant will be denied 
rjuallficatlon under the authority of 42 
CFR 110.605(a). 

Computation of Tims 

When a period specified herein ends 
on a Saturday, Sunday, or legal holiday, 
the time shall be extended to the next 
working day. 

Dated: March 11. 1077. 

William 3. Munich. 

Director. 

Office of Quality Standards 

(FR Doc.77-8471 Filed 3-21-77;8:45 nm| 


DEPARTMENT OF THE INTERIOR 
Bureau of Indian Affairs 
PUEBLO OF ISLET A. NEW MEXICO 
Transfer of Federally Owned Lands 

This notice is published in the exer¬ 
cise of authority delegated by the Sec¬ 
retary of the Interior to the Commis¬ 
sioner of Indian Affairs by 230 DM 2. 

On November 17, 1976, pursuant to au¬ 
thority contained in the Federal Prop¬ 
erty and Administrative Services Act of 
1949. as amended by Public Law 93-599 
dated January 2. 1975 (88 Slat. 1954). 
the below-deacribed properties and im¬ 
provements were transferred by the Di¬ 
rector, Real Property Division. Fort 
Worth Regional Office, of the General 
Services Administration, to the Secretary 
of the Interior, without reimbursement, 
to be held in trust for the benefit and use 
of the Pueblo of I&lcla in New Mexico; 
Lowes Dat School 6mr 

The following described parcclj of land 
In Bernalillo County. Now Mexico; 

In tbo SEfcNEtt oecUou 23. T. 8 N„ R. 2 E.. 
New Mexico Principal Meridian, described 

oa follows: 

From a poet 16 inches long, sot firmly in 
me ground, from which a cottonwood 18 
inches diameter bears North 37* West about 
too feet distant; and a cottonwood 18 inches 
Marne ter bears North 75*40' West, about 130 
fret distant, thence South 79*30* Wed 198 
feet, thence North 3*30* East 152.5 feet; 
thence South 86*30* East 225 feet; thcnco 
•South 22* West 112 5 feet to point of begin¬ 
ning. containing 0A4 acre, more or lees. 

In the SK^NEVi and in the NE S^SE\ 
section 23. T. 8 N. t R. 2 E . New Mexico Princi¬ 
pal Meridian, described as follows: 


Beginning at the southeast corner of the 
present day school tract, which corner la the 
beginning corner of said tract, and from 
which the east quarter comer of section 23. 
T. 8N..R.2 E.. NX PM . bears South 88*57* 
East 888 36 feet, thence South 79*30* West 

201.4 feet to Corner No. 2, thence South 
77*02* West 212.7 feet to Corner No. 3. thence 
South 38*47* East 281.7 feet to Corner No. 4. 
thence North 36*58* East 380.5 feet to the 
point of beginning, containing 132 acres, 
more or lean. 

Pamos or Kic.ij School Taxer 

A parcel of land located in the KWV^SSH 
Be*ttoo 23. T. 8 N., R 2 R.. New Mexico 
Principal Meridian In Bernalillo County, de¬ 
scribed as follows: 

Beginning at a point South 38*47*30** West 
1490 58 feet from A. P 2 of laleta Pueblo 
Indian School land as shown on 0.1. 0 Plat 
No. 7 of a survey made by F E. Joy. Showing 
private claims within the laleta Pueblo 
Grant, approved by the General Land Office 
on April 22. 1919; thence South 38*38* West 

184.5 feet to a point; thence North 56M8* 
West 182.0 foet to a point; thence South 
40*07* Wert 99.0 feet to a point; thence 
North 58*36* West 138 0 feet to a point; 
thence North 55*15* West 129.0 feet to a 
point; thence North 32*42' East 1065 feet to 
a point; thence South 77*48 East 492.0 feet 
to a point and place of beg timing, containing 
1.59 acres, more or leas. 

These lands, totalling 3.45 acres, are 
to be treated as and receive the same 
benefits and protection as other trust 
lands held for the benefit and use of the 
Pueblo of Liieto. Appropriate notation 
will be made in the land records of the 
Bureau of Indian Afifairs. 

TnroDORE C. Kritnzxe. 

Acting Deputy 

Commissioner of Indian Affairs 

1FR Doc.77-8473 Filed 3-21-77:8:43 am) 


Bureau of Reclamation 
|lnt Dcs 77-il| 

ANG COAL GASIFICATION COMPANY; 

NORTH DAKOTA PROJECT 

Availability of Draft Environmental 
Statement 

Pursuant to section 102<2uC> of the 
National Environmental Policy Act of 
1969. the Department of the Interior 
has prepared a draft environmental 
statement on a coal gasification project 
proposed by ANG Coal Gasification 
Company for Mercer County. North 
Dakota. The statement covens impacts 
of construction and operation of the 
gasification plant and its associated fa¬ 
cilities <i.e., coal mine, railroad spur, 
water intake and pipeline, and product 
delivery-pipeline). It also addresses ma¬ 
jor cumulative Impacts of construction 
and operation of an 88 CL MW coal-fired 
electric generating plant to be con¬ 
structed adjacent to the gasification 
plant. 

Written comments may be submitted 
to tlie Regional Director (address be¬ 
low) within 45 days of this notice. 

Copies are available for inspection at 
the following locations: 

Oflk* of AoaUtant to the CommUaioner— 
Ecology. Room 7022, Bureau of Reclama¬ 
tion. Department of the Interior. Wash¬ 
ington. D.C. 20240. Telephone 202-343- 
4091. 


Division of Engineering Support. Technical 
Service Branch. EAR Center. Denver Fed¬ 
eral Center. Denver. Colorado 80225. Tele¬ 
phone 303 343-3007. 

Office of the Regional Director. Attention: 
415, Bureau of Reclam At ton. P.O, Box 2563. 
Federal Building. Billings. Montana 59103. 
Telephone 406457-6006. 

Miuourt-Souris ProJecu Office. Bureau of 
Reclamation. P.O. Box 1017, BUmnrck. 
North Dakota 58301. Telephone 701-255- 
4011. 

8Ingle copies of the draft environmen¬ 
tal statement may be obtained on re¬ 
quest to the Commissioner of Reclama¬ 
tion or the Regional Director. PI ruse 
refer to the statement number above. 

Dated: March IT, 1977. 

Stanley D Dor emus. 

Deputy Assistant 
Secretary of the Interior. 
IFF Doc 77-8527 Filed 3-21-77,8;46 amj 


National Park Service 

NATIONAL REGISTER OF HISTORIC 
PLACES 

Notification of Pending Nominations 

Nominations for the following prop¬ 
erties being considered for listing in the 
National Register were received by the 
National Park Service before March 14. 
1977. Pursuant to section 60.13(a) of 36 
CFR Part 60. published In final form on 
January 9. 1976, written comments con¬ 
cerning the significance of these prop¬ 
erties under the National Register cri¬ 
teria for evaluation may be forwarded to 
the Keeper of the National Register. Na¬ 
tional Park Service. U.S. Department of 
the Interior. Washington. D.C. 20240 
Written comments or a request for ad¬ 
ditional time to prepare comments 
should be submitted by April 1. 1977. 

Jerry L. Rogers. 

Chief . Office of Archeology 
and Historic Preservation. 

DELAWARE 

Hew Castle County 

Stanton vicinity. Clyde Farm Site . S of 
Stanton. 

INDIANA 

Floyd County 

New Albany. Scribner House . 106 E. Main 
St. 

MINNESOTA 

Hennepin County 

Minneapolis. Como-Harriet Streetcar 
Line and Trolley. 42nd St. W. and 

Queen Avc. S. 

Ramsey County 

St Paul, Beebe , Dr. Ward. House , 2022 
Summit Ave 

8t. Paul. Old Main . Macalester College, 
1600 Grand Ave. 

St. Paul. University Hall . Hamline Uni¬ 
versity. 1536 Hewitt Ave. 

NEW HAMPSHIRE 

Merrimack County 

Kopklnton. Long. William //„ Memorial . 
Main St. 
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NEW MEXICO 

Socorro Counts 

Socorro, Val Verde Hotel , 303 Manzanares 
St. 

NEW YORK 

New York Counts 

New York. Old Neva York Evening Post 
Building , 30 Vcsoy St. 

Onondaga Countg 

Syracuse. Gridley, John, House. 305 E. Seu- 
eca Turnpike. 

Putnam Countg 

Garrison vicinity, BoscoW. N of Garrison 
on NY fiD. 

PENNSYLVANIA 

Centre County 

Boalaburg, Boalsburg Historic District. US. 
332. 

McKean County 

Mount Jewett vicinity. Kinzua Viaduct . 4 2 
ml. NE of Mount Jewett. 

Washington County 

Canonsburg. Administration Building. Wash¬ 
ington and Jefferson College, Washington 
and Jefferson College campus. 

York County 

WrlghUvitle vicinity. Drltt Mansion. 3 5 ml S 
of WrlghtAvtlle on PA 324. 

TEXAS 

Garza Countg 

Post vicinity, Cotcheod Mesa Archeological 
District. SW of Post. 

JFR Doc.77-8408 Piled 3-31-77:8:45 am| 


INTERNATIONAL TRADE 
COMMISSION 

| TA-301-231 

FRESH CUT FLOWERS 

Times and Places of Public Hearings and of 
Change of Date and Site for Florida Hear¬ 
ing 

Notice Is hereby given that the public 
hearing in this matter previously sched¬ 
uled to begin on Tuesday. May 3. 1977. in 
Miami. Florida, will now be held begin¬ 
ning Thursday. April 14. 1977. in Coral 
Gables. Florida. The hearing will com¬ 
mence at 10 a.m.. ejs.t. in Room 226C 
and D. Student Union Building, Univer¬ 
sity of Miami. Coral Gables. Florida. 

As previously announced, a second 
public hearing in this matter will be held 
In San Francisco, California, beginning 
Tuesday, April 19. 1977. Notice te hereby 
given that this hearing will commence at 
10 a.m.. ps.i. t in Conference Room 2007. 
Federal Building, 450 Golden Gate Avc., 
San Francisco, California. 

Notice of the Investigation and hear¬ 
ings was published in the Federal Reg¬ 
ister of February 22,1977 142 FR 10347). 
By order of the Commission: 

Issued: March 17. 1977. 

Kenneth R. Mason, 

Secretary. 

[PR Doc.77-8525 Piled 3-21-77:8:45 ami 


[USITC SE-77-22AJ 

GOVERNMENT IN THE SUNSHINE 
Meeting; Additional Agenda Item 

In deliberations held March 17, 1977. 
the United States International Trade 
Commission, acting on the authority of 
19 U.8.C. 1335 in conformity with 19 
C.F.R. 201.37. voted to add the follow¬ 
ing item to its agenda for the meeting of 
March 21. 1977: 

9. Vote on the revised language of 
finding and recommendation in Investi¬ 
gation TA-201-19 (Television Receiv¬ 
ers). 

Commissioners Minchew. Parker. Leon¬ 
ard, Moore, and Bedell determined by 
recorded vote that Commission business 
requires the change in subject matter 
by addition of the agenda item, and af¬ 
firmed that no earlier announcement of 
the addition to the agenda was possible, 
and directed the issuance of this notice 
at the earliest practicable time. Com¬ 
missioner Ablondi was not present for 
the vote. 

If you have any questions concerning 
the agenda for the March 21. 1977, Com¬ 
mission meeting, please contact the Sec¬ 
retary to the Commission at (202) 523- 
0161. Access to documents to be con¬ 
sidered by the Commission at the meet¬ 
ing is provided for by access to the 
public files of the Commission, or when 
such documents arc not in such files, as 
provided for in Subpart C of the Com¬ 
missions’ rules (19 C.F.R. 201.17-201.21 >. 

On the authority of 19 U.S.C. 1335 and 
In conformity with 19 CFR 201.38(a), 
when a persons’ privacy interests may 
be directly affected by holding a portion 
of a Commission meeting in public, that 
person may request the Commission to 
close such portion to public observation. 
Such requests should be communicated 
to the Office of the Chairman of the 
Commission. 

By order of the Commission: 

Issued: March 17, 1977. 

Kenneth R. Mason. 

Secretary . 

|FR Doc.77-8524 Filed 3-31-77:8:45 am) 


DEPARTMENT OF JUSTICE 

Law Enforcement Assistance 
Administration 

NATIONAL INSTITUTE OF LAW ENFORCE¬ 
MENT AND CRIMINAL JUSTICE 

. Meeting 

Notice is hereby given that the Advi¬ 
sory Committee of the National Institute 
of Law* Enforcement and Criminal Jus¬ 
tice, Law Enforcement Assistance Ad¬ 
ministration. will meet on April 6, 1977 
from 9:15 am. to 5:00 p.m. and April 7, 
1977 from 9:15 a.m. to 12:00 p.m. at the 
Hospitality Hoitse. U.S. Rt. 1, Arlington. 
Virginia. 

The major topic of discussion will con¬ 
cern long-range planning for Institute- 
sponsored research and evaluation. 


The meeting will be open to the pub¬ 
lic. 

For further information, please con¬ 
tact Gerald M. Caplan. National Insti¬ 
tute of Law Enforcement and Criminal 
Justice. Law Enforcement Assistance 
Administration, U.S. Department of Jus¬ 
tice. 633 Indiana Avenue, N.W.. Wash¬ 
ington. D.C. 20531. (202) 376-3606. 

Jay Brozost, 
Attorney-Advisor, 
Office of General Counsel. 

|PR Doc.77-8422 Piled 3-21-77:8:45 am) 


DEPARTMENT OF LABOR 

Office of the Secretary 
|TA- W-1547J 
BAU COMPANY, INC. 

Negative Determination Regarding Eligibil¬ 
ity To Apply for Worker Adjustment 

Assistance 

In accordance with section 223 of the 
Trade Act of 1974 the Department of 
Labor herein presents the results of 
TA-W-1547: investigation regarding 

certification of eligibility to apply for 
worker adjustment assistance as pre¬ 
scribed in section 222 of the Act. 

The investigation was Initiated on 
January 4. 1977 in response to a worker 
petition received on December 14. 1976 
which w f as filed by the International 
Ladles Garment Workers Union on be¬ 
half of workers and former workers of 
the Jersey City, New Jersey facility of 
the Bali Company. Incorporated. 

The Notice of Investigation was pub¬ 
lished in the Federal Register on Janu¬ 
ary 28, 1977 (42 FR 5448). No public 
hearing was requested and none was 
held. 

The Information upon which the de¬ 
termination was made was obtained 
principally from officials of the Bali 
Company. Incorporated, and the Inter¬ 
national Ladies Garment Workers Union. 

In order to make an affirmative deter¬ 
mination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance, each of the group eligibility re¬ 
quirements of section 222 of the Trade 
Act of 1974 must be met: 

(1) That a significant number or propor¬ 
tion of the worker* In the worker*' Arm. or an 
appropriate subdlvision thereof, have become 
totally or partially separated, or are threat¬ 
ened to become totally or partially separated: 

(2) That sales, or production, or both, of 
such Arm or subdivision have decreased 
absolutely; 

(3) That articles like or directly com¬ 
petitive with those produced by the firm or 
subdivision arc being Imported in increased 
quantities, either actual or relative to 
domestic production; and 

(4) That such Increased Imports have con¬ 
tributed importantly to the separations, or 
tHreat thereof, and to the decrease In sales 
or production. The term "contributed Im¬ 
portantly" means a cause which Is important 
but not necessarily more important than any 
other cause. 

Without regard to whether any of the 
other criteria have been met. criterion 
<4) has not been met. 
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The Bali Company, Incorporated is a 
wholly owned subsidiary of the Hanes 
Corporation. Winston-Salem. North 
Carolina. Ball produces brassieres and 
related products. The Jersey City. New 
Jersey facility was the distribution cen¬ 
ter for Ball. Tlie New Jersey facility was 
closed In August 1976. 

Evidence developed to the Depart¬ 
ment’s investigation reveals that any 
separations that occurred at the Jersey 
City, New Jersey facility of Bali were a 
direct result of the company’s decision to 
transfer their disribution activities to 
another domestic location. In August 
1976, Ball transferred all distribution 
operations to a new facility in North 
Carolina. 

Conclusion 

After careful review of the facts ob¬ 
tained in the Investigation, I conclude 
that imports did not contribute impor¬ 
tantly to the total or partial separations 
of the workers at the Jeresy City, New 
Jersey facility of the Bali Company, In¬ 
corporated as required In section 222 of 
the Trade Act of 1974. The petition is 
therefor denied. 

Signed at Washington. D.C., this 11th 
day of March 1977. 

James P. Taylor. 

Director , Office of Management , 
Administration and Planning. 

|PR Doc 77-6500 Plied 3-21-77;8:46 ami 


|TA-W-1135| 

DIEBOLD INC. 

Certification Regarding Eligibility To Apply 
for Worker Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 the Department of La¬ 
bor herein presents the results of TA-W- 
1135: investigation regarding certifica¬ 
tion of eligibility to apply for worker ad¬ 
justment assistance as prescribed in sec¬ 
tion 222 of the Act. 

The investigation was initiated on Oc¬ 
tober 5, 1976 in response to a worker pe¬ 
tition received on October 5, 1976 which 
was filed by the International Brother¬ 
hood of Boilermakers. Iron Ship Build¬ 
ers, Blacksmiths, Forgers and Helpers 
on behalf of workers and former workers 
producing safety deposit boxes, vault 
doors and bank equipment at the Can¬ 
ton. Ohio facility of Dicbold. Inc. 

The notice of Investigation was pub¬ 
lished in the Federal Register on Octo¬ 
ber 29, 1976 (41 FR 47621). No public 
hearing was requested and none was 
held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of Dicbold. In¬ 
corporated, its customers, the UB. De¬ 
partment of Commerce, the UB. Inter¬ 
national Trade Commission, industry 
analysts, and Department files. 

In order to moke an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance, each of the group eligibility re¬ 
quirements of section 222 of the Trade 
Act of 1974 must be met: 


(1) That a significant number or propor¬ 
tion of the worker* la the workers* Arm. or 
an appropriate subdivision thereof, have 
become totally or partially separated, or ore 
threatened to become totally or partially 
separated; 

(2) That sales or production, or both, of 
such firm or subdivision have decreased 
absolutely; 

<3) That articles like or directly com¬ 
petitive with those produced by the firm or 
subdivision are being imported in increased 
quantities, either actual or relative to 
domestic production; and 

|4) That such Increased imparts have 
contributed Importantly to the separations, 
or threat, thereof, and to the decrease in soles 
or production. The term ’‘contributed im¬ 
portantly - ’ means a cause which is Important 
but not necessarily more Important than 
any other cause. 

The Department's Investigation re¬ 
vealed that all four of the above ci^teria 
have been met. 

SiCNrriCANT Total or Partial 
Separations 

Total employment of production work¬ 
ers at the Canton. Ohio facility of Die- 
bold, Inc., declined 31 percent in 1975 
compared to 1974 and declined 38 percent 
in the fourth quarter of 1975 compared 
to the like 1974 quarter. Total employ¬ 
ment further declined 34 percent In the 
first nine months of 1976 compared to 
the same period in 1975. 

Employment in the Safety Deposit 
Box Department declined 6 percent In 

1975 compared to 1974 and 12 percent 
in the fourth quarter of 1975 compared 
to the like 1974 quarter and declined 45 
percent in the first nine months of 1976 
compared to the like 1975 period. 

Sales or Production, or Both, Have 
Decreased Absolutely 

Production is integrated at all four 
locations In the Canton, Ohio area except 
for the production of safety deposit 
boxes. 

Total production at the Canton Ohio 
facility decreased 21 percent in 1975 
compared to 1974 and 34 percent in the 
fourth quarter of 1975 compared to the 
like quarter in 1974. 

Production in the Safety Deposit Box 
Department declined 17 percent In 1975 
compared to 1974 and declined 16 per¬ 
cent in the fourth quarter of 1975 com¬ 
pared to the like 1974 quarter. 

Increased Imports 

Imports of safety deposit boxes and 
vault doors increased each year from 
$1.5 million in 1971 to $3.0 million in 
1975. Imports increased from $2.9 mil¬ 
lion in 1974 to $3.0 million in 1975. Im¬ 
ports increased in the first quarter of 

1976 to $925,000 from $640,000 in the 
quarter immediately preceding. Imports 
In the second, third and fourth quarters 
successively declined to $549,000; $483,- 
000 and $462,000, respectively. 

Imports of safes, strong-boxes and 
other bank equipment of base metal in¬ 
creased in value each year from $2.7 
million in 1971 to $5.5 million in 1975. 
Imports of safes, strong-boxes and other 
banking equipment Increased from $5.4 
million in 1974 to $5.5 million in 1975. 


Contributed Importantly 

The investigation revealed that Dic¬ 
bold lost several bids in 1975 and 1976 to 
produce and Install safety deposit boxes, 
vault doors and other banking equipment 
to other companies which install im¬ 
ported bank equipment. 

Conclusion 

After careful review of the facts ob¬ 
tained in the Investigation, I conclude 
that Increases of Imports like or directly 
competitive with safety deposit boxes, 
vault doors and other banking equipment 
at the Canton. Ohio facility of Dicbold, 
Incorporated contributed importantly to 
the total or partial separation of the 
workers of that firm. In accordance with 
the provisions of the Trade Act of 1974, 
I make the following certification; 

AU worker* at tho Canton, Ohio faculty of 
Dicbold. Incorporated located at 818 Mul¬ 
berry Street. S.E.; 618 Mulberry 6treot, 8.K.; 
1410 Fourth Street. S.E. and 1101 Third 
Street. S-E, who became totally or partially 
separated from employment on or after Sep¬ 
tember 22, 1075 and before April 1. 1076 aro 
eligible to apply for adjustment assistance 
under Title II. Chapter 2 of the Trade Act of 
1074. All worker* who became separated on 
or after April 1. 1076 are denied adjustment 
assistance. 

Signed at Washington. D.C., this 4th 
day of March 1977. 

James F. Taylor. 

Director. Office of Management. 

Administration and Planning . 

|FR Doc.77-8510 Filed 3-21-77;8:45 am) 


(TA-W-1520J 

EASTERN PLASTICS OF MAINE, INC.. 

ET AL. 

Negative Determination Regarding Eligibil¬ 
ity To Apply for Worker Adjustment 

Assistance 

In accordance with section 223 of the 
Trade Act of 1974, the Department of 
Labor herein presents the results of 
TA-W-1529: investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance as pre¬ 
scribed in section 222 of the Act. 

The investigation was Initiated in De¬ 
cember 30, 1976 in response to a worker 
petition received on that date which was 
filed on behalf of workers and former 
workers producing shoe heels and soles 
at Eastern Plastics of Maine, Incorpo¬ 
rated. The investigation was expanded 
to Include York Heel of Maine. Incor¬ 
porated and National Heel of Massa¬ 
chusetts, Incorporated. All three firms 
are subsidiaries of Eastern York. Incor¬ 
porated. Sanford, Maine. 

The notice of investigation was pub¬ 
lished in the Federal Register on Janu¬ 
ary 18. 1977 <.42 FR 3371). No public 
hearing was requested and none was 
held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of Eastern 
York. Incorporated, the U.8. Interna¬ 
tional Trade Commission, the U.S. De¬ 
partment of Commerce and Department 
files. 
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NOTICES 


In order to make an affirmative deter¬ 
mination and Issue a certification of 
eligibility to apply for adjustment assist¬ 
ance, each of the group eligibility re¬ 
quirements of section 222 of the Trade 
Act of 1974 must be met: 

(1) That a significant number or propor¬ 
tion of the workers In the workers' firm, or 
sn appropriate subdivision thereof, have be¬ 
come totally or partially separated, or are 
threatened to become totally or partially 
separated; 

(2) That sales or production, or both, of 
such firm or subdivision have decreased 
absolutely; 

(3) That articles like or directly competi¬ 
tive with those produced by the firm or sub¬ 
division are being Imported in Increased 
quantities, either actual or relative to do¬ 
mestic production: and 

(4) That such increased imports have con¬ 
tributed Importantly to the separation*, or 
threat thereof, and to the decrease In sales 
or production. The term “contributed Im¬ 
portantly” means a cause which la important 
but not necessarily more Important than any 
other cause. 

Without regard as to Whether the other 
criteria have been met, criterion has 
not been met. 

Eastern Plastics produces heels and 
soles of plastic and rubber for men's, 
women’s and children's shoes. York Heel 
produces heels and soles from wood and 
urethane. National Heel performs finish¬ 
ing operations on heels and soles pro¬ 
duced by Eastern Plastics and York Heel. 
Eastern York maintains no corporate af¬ 
filiation with any of the shoe manufac¬ 
turing firms for which its subsidiaries 
supply heels and soles. 

Imports of shoe heels and soles are 
negligible, having amounted to less than 
one percent of the domestic market in 
recent years. 

Conclusion 

After careful review of the facts ob¬ 
tained In the investigation, I conclude 
that Imports of articles like or directly 
competitive with shoe heels and soles 
produced by Eastern Plastics of Maine, 
Incorporated; York Heel of Maine, In¬ 
corporated; and National Heel of Massa¬ 
chusetts. Incorporated, all subsidiaries of 
Eastern Yok. Incorporated. Sanford. 
Maine did not increase as required for 
certification under Title n. Chapter 2 of 
the Trade Act of 1974. 

Signed at Washington. D.C., this 11th 
day of March 1977. 

James P. Taylor, 
Director, Office of Management, 
Administration and Planning. 

| PR Doc .77 6511 Piled 3-21-77.8:46 am l 
|TA-W-13f»l 

GUTMAN KESSIEN SHOES, INC. 

Certification Regarding Eligibility To Apply 
for Worker Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 the Department of 
labor herein presents the results of TA¬ 
W-1389: Investigation regarding certi¬ 
fication of eligibility to apply for worker 


adjustment assistance as prescribed In 
section 222 of the Act. 

The Investigation was initiated on 
December 8,1976 in response to a worker 
petition received on December 8. 1976 
which was filed on behalf of w orkers and 
former workers producing women's shoes 
at the Manchester, New Hampshire 
plant of Gutman-Kcsslen Shoes. Inc. 

The Notice of Investigation was pub¬ 
lished in the Federal Register on Janu¬ 
ary 4, 1977 <42 FR 881). No public hear¬ 
ing was requested and none was held. 

The information upon which the 
determination was made was obtained 
principally from officials of Gutman- 
Kesslen Shoes. Inc., its customers, the 
U.S. Department of Commerce, the UH. 
International Trade Commission, in¬ 
dustry analysts and Deportment files. 

In # order to make an afilrmative deter¬ 
mination and Issue a certification of 
eligibility to apply for adjustment assist¬ 
ance, each of the group eligibility 
requirements of section 222 of the Trade 
Act of 1974 must be met: 

(1) That a significant number or propor¬ 
tion of tbs workers In the workers* firm, or 
»n Appropriate subdivision thereof, have be¬ 
come totally or partially separated, or are 
threatened to become totally or partially 
separated; 

(2) That males or production, or both, of 
such firm or subdivision taavo decreased 
absolutely. 

(3) That articles like or directly competi¬ 
tive wtth those produced by the firm or sub¬ 
division are being Imported in Increased 
quantities, either actual or relative to 
domestic production; and 

(4) That such Increased Import* have con¬ 
tributed importantly to the separations, or 
threat thereof, and to the decrease in sales 
or production. The term “contributed Im¬ 
portantly** means a cause which is 
important but not necessarily more impor¬ 
tant than any other cause. 

The Investigation has revealed that all 
four of the above criteria have been met. 

Si gotticant Total or Partial 
Separations 

The average number of workers em¬ 
ployed at the Manchester. New 
Hampshire plant of Gutman-Kesslcn 
Shoes. Inc. increased 4.2 percent in 1975 
compared to 1974 and then declined 2D 
percent in 1976 compared to 1975. Em¬ 
ployment declined XA percent in the first 
quarter of 1976 compared to the first 
quarter of 1975 and then Increased 19.9 
percent in the second quarter of 1976 
compared to the second quarter of 1975. 
Employment declined 2.9 percent and 

21.3 percent, respectively, in the third 
and fourth quarters of 1976 compared 
to the corresponding quarters in 1975. 

8ales or Production, or Both. Have 
Decreased Absolutely 

Production of women's shoes at the 
Manchester, New Hampshire plant of 
Gutman-Kc&slen Shoes. Inc. declined 

7.3 percent in 1975 compared to 1974 and 
then increased 4.7 percent in 1976 com¬ 
pared to 1975. Production increased 20.0 
percent. 24.9 percent, and 0.7 percent, 
respectively, in the first, second and 
third quartern of 1976 compared to the 


corresponding quarters in 1975. and then 
declined 203 percent in the fourth 
quarter of 1976 compared to the corre¬ 
sponding quarter in 1975. Production de¬ 
clined 10 5 percent in tht second half 
of 1976 compared to the same period of 

1975. 

Increased Imports 

Imports of women's non rubber foot¬ 
wear, except athletic, increased abso¬ 
lutely and relatively In 1972 compared to 
1971 and in 1973 compared to 1972. Im¬ 
ports declined absolutely and relatively 
In 1974 compared to 1973. Imports in¬ 
creased 2.1 percent In 1975 compared to 

1974 The ratios of imports to domestic 
production and consumption Increased 
from 107.6 percent and 51.8 percent, re¬ 
spectively, in 1974 to 119.1 percent and 
54.4 percent, respectively. In 1975. Im¬ 
port* increased 16.9 percent in the first 
nine months of 1976 compared to the first 
nine months of 1975. The ratios of im¬ 
ports to domestic production and con¬ 
sumption declined from 114.2 percent 
and 53.3 percent, respectively. In the first 
nine months of 1975 to 110.3 percent and 
52 5 percent, respectively, in the first 
nine months of 1976. 

Imports of women’s nonrubber foot¬ 
wear, except athletic, with leather up¬ 
pers Increased absolutely and relatively 
In 1972 compared to 1971. and then de¬ 
clined absolutely, but increased relatively 
in 1973 compared to 1972. Imports de¬ 
clined absolutely and relatively in 1974 
compared to 1973. Imports increased 6.0 
percent in 1975 compared to 1074. The 
ratios of imports to domestic production 
and consumption increased from 76.1 
percent and 43.2 percent, respectively, 
ir 1974 to 87,5 percent and 46.7 percent, 
respectively, in 1975. Imports increased 
2D percent In the first nine months of 
1976 compared to the first nine months 
of 1975. The ratios of imports to domes¬ 
tic production and consumption declined 
from 95 0 percent and 48 7 percent, re¬ 
spectively. in the first nine months of 

1975 to 808 percent and 44.7 percent, 
respectively, in the first nine months of 

1976. 

Contributed Importantly 

Customers of Gutman-Kcsslen Shoes. 
Inc. indicated that they have switched 
purchases of women's shoes from Gut¬ 
man-Kesslen Shoes. Inc. to imported 
women's shoes. 

Conclusion 

After careful review of the facts ob¬ 
tained in the Investigation, I conclude 
that increases of Imports like or directly 
competitive with the women's shoes pro¬ 
duced by the Manchester. New Hamp¬ 
shire plant of Gutman-Kesslcn Shoe*. 
Inc. contributed importantly to the total 
or partial separations of the workers of 
that plant In accordance with the pro¬ 
visions of the Act, I make the following 
certification: 

All work cm at the Manchester. New Hamp¬ 
shire plant of Guunan-Kettieti She**, Inc. 
who became totally or partially separated 
from employment on or after June 26, 1976 
are eligible to apply for adjustment assist¬ 
ance under Title II, Chapter 2 of the Trade 
Act of 1974. 
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ArrtNMX 


P«UUoaar: anloo/workan 
or former worker! of— 


Date 

received 


Me of Petition No. Article* produced 
petition 


Hunker Kamo Com (18 
MAW). 


Hamilton Btandnrd (I A 

MAW). 

Lcrererta Shoe Co. (com* 
pany). 

Nrw Britain Machine 
Hand Tool* Dtrbfcm 
(ILMAW). 

South Haven foil. Inc. 
(worker*). 


i*tai«gi Pottery (IBFAW>„. Trenton, N.J 


U.8. Steel. American 
Bridge (worker*). 


Janesville, Wle.„ Mar. 7,1177 Feb. 21, 1977 TA-W-1.774 Trimmer. standard 

pot and customer 
pot. counting dial, 
conductive plastic 
pot and transducer. 

Windsor Lock*. _ do.. Feb. 28, 1977 TA W 1,775 Aircraft accessory 

Conn, part*. 

fllioboyfan, Wi* - ...do.— Mar. 3.1977 TA-W-1,778 Men's dnwe and 

fftnftl those. 

Newington, -- do™ - Mar. 2,1477 TA W-1,777 Hand tool*. 

Coon. 

Bedford, Tnd -.- do . Mar. A 1UT7 TA W-1,77a Inductor colls. 

assemble forms, 
hie». collar*, and 
epoxy, wind and 
lace, voider, core, 
test, and pack, 

— do. Mar. 2, HC7 TA-W 1*779 Dluoerwara, flaw* 

pots, crock pots, 

A in bridge, Pa. .do.™... Mar. *,11/77 TA W I.^jO ritruoturai shapes 

(all slice). 


|FR Doc77-8306 FUod 3-21-77; 8:45 am) 


Signed at Washington, D.C.. this llth 
day of March 1977. 

James F, Taylor, 
Director. Office of Management , 
Administration and Planning. 
[FR Doc,77-8512 Filed 3-21-77:8:45 am) 


INVESTIGATIONS REGARDING CERTIFI¬ 
CATIONS OF ELIGIBILITY TO APPLY FOR 

WORKER ADJUSTMENT ASSISTANCE 

Petitions have been filed with the Sec¬ 
retary of Labor under section 22Ka) of 
the Trade Act of 1974 ("the Act") and 
are identified in the Appendix to this no¬ 
tice. Upon receipt of these petitions, the 
Director of the Office of Trade Adjust¬ 
ment Assistance, Bureau of International 
Labor Affairs, has instituted investiga¬ 
tions pursuant to section 221(a) of the 
Act and 29 CFR 90.12. 

The purpose of each of the investiga¬ 
tions is to determine whether absolute 
or relative increases of Imports of articles 
like or directly competitive with articles 
produced by the workers* firm or an ap¬ 
propriate subdivision thereof have'con¬ 
tributed importantly to an absolute de¬ 
cline in sales or production, or both, of 
such firm or subdivision and to the ac¬ 
tual or threatened total or partial sep¬ 
aration of a significant number or pro¬ 
portion of the workers of such firm or 
oubdi vision. 

Petitioners meeting these eligibility 
requirements will be certified as eligible 
to apply for adjustment assistance under 
Title n. Chapter 2, of the Act in accord¬ 
an ce wi th the provisions of Subpart B of 
29 CFR Part 90. The investigations will 
further relate, as appropriate, to the de¬ 
termination of the date on which total 
or partial separations began or 
threatened to begin and the subdivision 
of the firm involved. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioners or any other persons showing a 
substantial interest in the subject mat¬ 
ter of the investigations may request a 
public hearing, provided such request is 
filed in writing with the Director, Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than 
April 1. 1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of the investigations to the 
Director, Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
later than April 1. 1977. 

The petitions filed In this case are 
available for inspection at the Office of 
the Director. Office of Trade Adjustment 
Assistance, Bureau of International La¬ 
bor Affairs, UJ3. Department of Labor. 
200 Constitution Avenue, NW.. Wash¬ 
ington. D.C. 20210. 

Signed at Washington. D.C., this 8th 
day of March 1977. 

Mas via M. Fooxs. 

Director. Office of 
Trade Adjustment Assistance . 


INVESTIGATIONS REGARDING CERTIFI¬ 
CATIONS OF ELIGIBILITY TO APPLY FOR 

WORKER ADJUSTMENT ASSISTANCE 

Petitions have been filed with Ihe 
Secretary of Labor under Section 221(a) 
of the Trade Act of 1974 (“the Act**) and 
are identified in the Appendix to this 
notice. Upon receipt of these petitions, 
the Director of the Office of Trade Ad¬ 
justment Assistance. Bureau of Interna¬ 
tional Labor Affairs, has instituted in¬ 
vestigations pursuant to section 221(a) 
of the Act and 29 CFR 90.12. 

The purpose of each of the investiga¬ 
tions to determine whether absolute or 
relative increases of imports of articles 
like or directly competitive with articles 
produced by the workers* firm or an ap¬ 
propriate subdivision thereof have con¬ 
tributed importantly to an absolute de¬ 
cline in sales or production, or both, of 
such firm or subdivision and to the 
actual or threatened total or partial 
separation of a significant number or 
proportion of the workers of such firm 
or subdivision. 

Petitioners meeting these eligibility re¬ 
quirements will be certified as eligible to 
apply for adjustment assistance under 
Title n. Chapter 2, of the Act in accord¬ 
ance with the provisions of Subpart B 
of 29 CFR Part 90. The Investigations 


will further relate, as appropriate, to the 
determination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. 

Pursuant to 29 CFR 90.13, the petition¬ 
ers or any other persons showing a sub¬ 
stantial Interest in the subject matter of 
the Investigations may request a public 
hearing, provided such request is filed In 
writing with the Director. Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than April 1,1977. 

Interested persons are Invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of the Investigations to the 
Director. Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than April 1. 1977. 

The petitions filed in this case are 
available for inspection at the Office of 
the Director, Office of Trade Adjustment 
Assistance. Bureau of International La¬ 
bor Affairs, UJ3. Department of Labor, 
200 Constitution Avenue, NW.. Washing¬ 
ton. D.C. 20210. 

8igned at Washington. D.C., this 3rd 
day of March 1977. 


MARVIN M. FOOXS, 

Director . Office of 
Trade Adjustment Assistance. 


Fetitloner (uoiou/worken 
or farmer worker* of— 


Location 


AmxMi 


Date 

received 


Dale of 
1*4 it Ion 


Petition No. Articles produced 


Kwftljfo Din 1 1 LOW 17)... 
Ka n Sugar Co. (ILWU)., 
i Ann (workers)_ 


Laura J 


Linda Jo Shoo Co., Inc. 
(USWA). 

Lamar od Carp, (worker*). 
MAO Sportswear Co., 
It*, (worker*). 

Magaw Rloctrfc (IBPW) _ 


Mai In* Sewing Com. 
(ILGWU). 

Manchester Modes (com¬ 
pany). 

Manchester Modes (com¬ 
pany). 


Kt Mont*. Calif. . 
I*alula, Hawaii.— 
Tart Isabel, Tm .. 


Mar. 1.1/77 
Feb. 88,1977 
Fob. 17.1977 


Feb. 14.1977 
Fnb. 23,1977 
Feb. 11,1977 


TA W-1,734 
TA-W-1,734 
TA-W-|,71S 


Gainrairllle, Tex.. Feb. 21.1977 Feb. 18,1977 TA W-|,7J7 


Wood bridge. N J 
Fall River, burn. 


. Feb. 23,1977 
Fob. 28,1977 


Feb. 18,1977 
Fob. ». 1977 


TA W 1,738 
TA W-l,7» 


Kmndia, W t*.Feb. 23. l»H Ftb. 14,1977 TA-W-1,740 


Philadelphia, Pa.. Mar. 1,1977 
Manchester, Corm. Feb. 14,1977 
HomcrrvOIr, Conn.. ..do.,,... 


Feb. 28,1977 
Feb. II.IU77 
do___ 


TA W 1,741 
TA W-1,712 
T.\ W 1,74) 


Ladie*' sportswear. 
Raw sugar. 
Catching and MUing 
shrimp. 

Women’* sport show 

Ladles' handbag*. 
Boy*’ *purUw«w « 
outerwear. 
Kieetrio work on o 

construction ami 

machinery. 
j* port* wear. 

Women's apparel. 

Do. 
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NOTICES 


r*tllimr: unioo/wc»rk«rt LocalUrn Dais DaU U Fttiuon No. ArUdo* produood 

or (amvor worker* of— i*c#W«d pvUtlon 


X! mi oft Kra £u<ar Co. 

<ILWU). 

Midiftlr Urea* Ca. 
(UiQVU). 

Ml* Alta (rarl m )^ ^^ 

Ml** Monlrft fomnpftit)) 
Montana BporUarVar illy 

OWU). 

fVKwb I>rimnff Co. (In- 
Irniaiioaol Union of Op- 
irallur Kn«t«**r*>. 

1‘ftUt LotiK Inc. (workvm). 


RCA Elartronic* Tttvfclo**. 
RCA Carp. <1 HEW . 


RapttbAc S|*ert*wrwr. Itvr. 
(ACTWA). 

Fas Ini t>nm ... 


1’ftpftUufti. Hawaii. Ftb. 3K, IV77 

titfiadotpltla, I'm. . 

Port babel, Tw.. Fob. 17.1977 

HrowtuniUJe. Tm _ ..do _._ 

WJUttlM, Calif...- Mar. IWT7 


Fab. 23,1077 T A-W-1,744 
Feb. 34,1477 TA-W-1,74*. 

Feb. II. 11177 TA W 1,745. 

_do_TA W-1,747. 

FftW 14,1477 TA-W-1,748. 


Raw anaar. 


finite, Monl . Fob. 38, 1077 Feb. 3S,IW77 TA-W-I.74t. 


L. K. Fhftiilio Ajusocintea 
(I LOW l*>. 

Fuaan Unmirnl (ILOWU). 
Terri Le* (IL0WU). 


TlSftnv A Co. (Interna¬ 
tional Jewelry Workers 
Union). 

TtimJoai Co. (Boot A 
Fhoe Wort era Cnk>»»). 
True Form Foundation* 
(ILOWU). 

True Temper Corp. 
(ACTWU). 

W ftlluku Surer Co. 

<ILWUL 

WVider of Calif. (tLOWU) 

WI lit in VUrhtm Work*. 

Inc. (U.lUtJ. 


Peabody. Mow.... Feb. 23,1977 
Bloomington, Ind. Fell. 33.1977 


RrpubUe, Pa_Feb. 29.1977 

Relmar. N J.Feb. 17,1977 

Lea Artfrlea, Calll. Max. 1,1977 
)’hitadc4|kliLa, Pa.» Teb. 29.1077 

Upland. Calif.War. 1.1977 

Newark. SJ _Feb. 33,1977 

Farmington, kin.. Feb. 33,1977 

Darby. Fa.Mar. 1.1977 

Anderson, B.C _Fab. 27.1977 

Wftilukn, Hawaii.. Feb. 29.1977 

North Holly- Mar. LWT7 
wood. C'ftliL 

WhitinsriUe. Mar. 2.1977 


Frh. 11,1977 TA-W 1,730. 
Fefa. 21.1977 TA W 1.751. 


Catch! n* and arding of 
ahrirap. 

Da 

Lodlo** aportfwear. 

EipVnUry and leach 
drilling In copper 
mine. 

LaatW Jackets, ©oat*. 
hftU. veal*, pocket* 


Feb. 22,1077 TA W- 
1.7ft 

Feb. 14,1977 TA-W- 
1.753 

.do_ TA-W- 

UM 

Feb. 24.1977 TA-W- 
1,75ft 

Feb. 11,1977 TA-W- 

I.7M 

Feb. M.UIT7 TA-W- 
1.737 

. - -do ....TA-W- 

. I.7W 

Feb. 28,1977 TA-W- 

Feb. 23,1977 TA-W- 
1.700 

Feb. 31.1977 TA-W- 
1.751 

Feb 14,1077 TA-W- 
IJ« 

Pah. 21.1^77 TA-W- 

1.7W 


Priniel rirrnlt bnarda. 
front and hack cou- 
trnl UrarkeU, wafer 
Itnea VIIK and UUF 
tuner*, color, black 
and white chawd* 
Unco. 

Men ■ «|«»rtcciaU. 

Wimien’* d r e w and 
pant* vuitA. 

Ladle** coot* and ruIU. 

Sportswear. 

LadW*’ coaU and aulta. 

Flatware, hollow* ware 


Vdnrn'i utulerwTwr. 

Cltlien bond radio*. 

Raw sugar. 

Lodi*** cost* and Naim. 

Taxtile preparatory 
marhtrwry. 


IFH Doc.77 8505 Filed 3-21-77:8:43 tun] 


|TA-W 1400| 

KEYSTONE STEEL AND WIRE DIVISION OF 
KEYSTONE CONSOLIDATED INDUS¬ 
TRIES. INC. 

Negative Determination Regarding Eligi¬ 
bility To Apply for Worker Adjustment 
Assistance 

In accordance with section 223 of the 
Trade Act of 1374 the Department of 
Labor herein presents the remilta of TA¬ 
W-1400: Investigation regarding certifi¬ 
cation of eligibility to apply for worker 
adjustment assistance as prescribed in 
section 222 of the Act. 

The Investigation was initiated on De¬ 
cember 13. 1976 in response to a worker 
petition received on December 13. 1976 
which was filed by the United Steelwork¬ 
ers of America on behalf of workers pro¬ 
ducing steel channels, fence posts, rail 
sections, merchant and'reinforcing bars, 
and miscellaneous shapes at the Peoria. 
Illinois plant of Keystone Steel and 
Wire Division of Keystone Consolidated 
Industries. Inc. 

The Notice of Investigation was pub¬ 
lished in the Federal Register on Janu¬ 
ary 4, 1977 (42 FR 886) . No public hear¬ 
ing was requested and none was held. 

The information upon which the de¬ 
termination was made was obtained from 
the United Steelworkers of America and 
Keystone Consolidated Industries. Inc. 

In order to make an affirmative deter¬ 
mination and issue a certification of eli¬ 
gibility to apply for adjustment assist¬ 


ance, each of the group eligibility re¬ 
quirements of section 222 of the Trade 
Act of 1974 must be met: 

(1) That n significant number or propor¬ 
tion of the workers in the w or ke rs* Arm, or 
an Appropriate subdivision thereof, hare be¬ 
come totally or partially separated, or are 
threatened to become totally or partially sep¬ 
arated: 

(2) That sales, production, or both, of 
such firm or subdivision have decreased ab¬ 
solutely: 

(3) That articles Uke or directly competi¬ 
tive with those produced by the firm or sub¬ 
division are being Imported In Increased 
quantities, either actual or relative to domes¬ 
tic production: and 

(4) That such Increased imports have con¬ 
tributed importantly to the separations, or 
threat thereof, and to the decrease In sales 
or production. The term "contributed Impor¬ 
tantly" means s cause which Is Important 
but not necessarily more Important than any 
other cause. 

Without regard to whether any of the 
other criteria have been met. criterion 
(1 ) has not been met. 

The Peoria, Illinois plant of Keystone 
Steel and Wire Division produces 
studded tee steel fence posts, steel chan¬ 
nel. small rail shape sections, merchant 
and reinforcing bars, and miscellaneous 
steel shapes. 

Evidence developed In the Depart¬ 
ment's Investigation reveals that no in¬ 
voluntary separations occurred from 
November 1. 1975. one year prior to the 
signature date of the petition, to the 
present. 


Conclusion 

After careful review of the facts ob¬ 
tained In the investigation. I conclude 
that a significant number or proportion 
of the workers at the Peoria. niinoU 
plant of Keystone Steel and Wire Divi¬ 
sion of Keystone Consolidated Indus¬ 
tries, Incorporated have not become to¬ 
tally or partially separated as required 
in section 222 of the Trade Act of 1974. 

Signed at Washington, D C., this 11th 
day of March 1977. 

James F. Taylor. 
Director , Office of Management, 
Administration and Planning . 

IFR Doc.77-8f» 13 Filed 3-21-77:8:45 am) 
fTA-W-1549] 

K. P. HYDRAULICS CO. 

Certification Regarding Eligibility To Apply 
for Worker Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 the Department of 
Labor herein presents the results of TA- 
W-1549: Investigation regarding certi¬ 
fication of eligibility to apply for worker 
adjustment assistance as prescribed In 
section 222 of the Act. 

The investigation was initiated on 
January f. 1977 in response to a worker 
petition received on January 2. 1977 
which was filed by the United Electrical, 
Radio and Machine Workers of Amer¬ 
ica on behalf of workers and former 
workers producing hydraulic bottle Jack* 
at the Hudson. Wisconsin plant of K. P, 
Hydraulics Company, 

The notice of investigation was pub¬ 
lished in the Federal Register on Jan¬ 
uary 28. 1977 (42 FR 5452>. No public 
hearing was requested and none was 
held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of K. P. Manu¬ 
facturing Company. K. P. Hydraulic? 
Company and its customers, the UB 
Department of Commerce, the U.8. In¬ 
ternational Trade Commission, industry 
analysts and Department files. 

In order to make an affirmative deter¬ 
mination and issue a certification of eli¬ 
gibility to apply for adjustment assist¬ 
ance. each of the group eligibility re¬ 
quirements of Section 222 of the Trade 
Act of 1974 must be met: 

(1) That a significant number or propor¬ 
tion or the workers in such worker** firm or 
an appropriate subdivision of the firm have 
become totally or partially separated, or are 
threatened to become totally or partially 
separated, 

(2) That met or production, or both, of 
tucb firm or subdivision have decreased 
absolutely. 

(3) That articles Uke or directly competi¬ 
tive with those produced by the firm or 
subdivision are being Imported In Increased 
quantities, either actual or relative to do¬ 
mestic production: and 

(4) That such Increased Imports have 
contributed importantly to the separation*, 
or threat thereof, and to the decrease In 
sales or production The term "contributed 
importantly" means a cause which la Impor¬ 
tant but not necessarily more important 
than any other cause. 
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The Investigation has revealed that 
all lour of the above criteria have been 

met. 

Significant Total or Partial 
SEl>AJUl ions 

Employees were first hired in the sec¬ 
ond quarter of 1974 when the Hudson 
plant opened. Employment increased 
throughout 1975. Employment termi¬ 
nated in 1976 when most of the workers 
were laid off as a result of the plant 
closure. Some workers remained after 
the closure to handle shutdown opera¬ 
tions. 

Sales or Production, or Both. 

Have Decreased Absolutely 

Production of hydraulic bottle jacks 
began in late 1974. Production continued 
throughout 1975. All production ceased 
at the end of 1976 when the plant closed. 

Increased Imports 

Imports of hydraulic Jacks in terms 
of value increased 31.7 percent in 1973 
compared with 1972. increased 29.0 per¬ 
cent in 1974 compared with 1973; in¬ 
creased 4.3 percent in 1975 compared 
with 1974 and inc; eased 7.6 percent in 
1976 compared with 1975. The ratios of 
imports to domestic production and con¬ 
sumption Increased from 247.7 percent 
and 71.7 percent, respectively, in 1975 to 
263.5 percent and 73.3 percent* respec¬ 
tively. In 1976. 

Contributed Importantly 

K. P. Hydraulics Company was unable 
to reduce the prices of its jacks to be 
cost competitive with the imported 
jacks and therefore, lost Jts major cus¬ 
tomer in December 1970 to foreign pro¬ 
ducers. Faced with the lost of this custo¬ 
mer and the inability to cut prices any 
further to generate new business. K. P. 
Hydraulics was closed. K. P. Manufac¬ 
turing Company will import a limited 
number of jacks to service its remaining 
accounts. 

Conclusion 

After careful review or the facts ob¬ 
tained in the investigation, I conclude 
that increases of imports like or directly 
competitive with hydraulic bottle jocks 
formerly produced by K. P. Hydraulics 
Company in Hudson. Wisconsin con¬ 
tributed importantly to the total or par¬ 
tial separation of the workers of that 
Plant. In accordance with the provisions 
of the Act. I make the following certifi¬ 
cation: 

All worker* engaged In employment re¬ 
lated to the production of hydraulic bottle 
Jack* at K. P. Hydraulics Company In Hud- 
eon. Wisconsin who became totally or par¬ 
ti ally separated from employment on or 
after December I. 1976 are eligible to apply 
for adjustment assistance under Title n. 
Chapter 2 of the Trade Art of 1974. 

Signed at Washington, D.C., this 11th 
day of March 1977. 

James F. Taylor. 

Director, Office of Management . 

Administration and Planning, 

|PR Doc.77-8514 KUed 3-2l-77;8:45 am] 


(TA-W-1580J 

UNFIT TAILLEURS, INC. 

Negative Determination Regarding Eligi¬ 
bility To Apply for Worker Adjustment 

Assistance 

Ih accordance with section 223 of the 
Trade Act of 1974 the Department of 
Labor herein presents the results of 
TA-W-1580: investigation regarding cer¬ 
tification of eligibility to apply for 
worker adjustment assistance as pre¬ 
scribed in section 222 of the Act. 

The investigation was initiated on 
January 18. 1977 in response to a worker 
petition received on January 18, 1977 
which was filed on behalf of workers and 
former workers producing men's suits 
and sport coats at Linett TaiUeurs. In¬ 
corporated. New York. New York, a sub¬ 
sidiary of Liriett, Ltd.. New York. New 
York. 

The notice of Investigation was pub¬ 
lished in the Federal RmsTER on Janu¬ 
ary 28. 1977 (42 FR 5453>. No public 
hearing was requested and none was 
held. 

The Information upon which the deter¬ 
mination was made was obtained prin¬ 
cipally from officials of Linett Tailleurs. 
Incorporated, the U.8. Department of 
Commerce, the U5. International Trede 
Commission, industry analysts, and De¬ 
partment files. 

In order to make an affirmative deter¬ 
mination and issue a certification of eli¬ 
gibility to apply for adjustment assist¬ 
ance. each of the group eligibility re¬ 
quirements of Section 222 of the Trade 
Act of 1974 must be met: 

(1) Thai a significant number or propor¬ 
tion of the workers In the workers* firm, or an 
appropriate subdivision thereof, have become 
totally or partial!/ separated, or are threat¬ 
ened to become totally or partially separated: 

(2) That sales or production, or both, of 
such firm or subdivision have decreased 
absolutely: 

(31 That articles like or directly competi¬ 
tive with those produced by the finn or sub¬ 
division are bsing imported in Increased 
quantities, either actual cr relative to domes¬ 
tic production: and 

(4) That such Increased imports have con¬ 
tributed importantly to the separations, or 
threat therof. and to the decrease In sales or 
production. The term “contributed impor¬ 
tantly" means a cause which Is important 
but not necessarily more Important than any 
other cause. 

Without regard to whether the other 
criteria have been met, the Investigation 
reveals that the first and second criteria 
have not been met. 

Significant Total or Partial 
Separations 

The average number of production 
workers employed at Linett Tailleurs de¬ 
clined 6.5 percent in 1975 compared to 
1974 and then increased 20.9 percent in 
1976 compared to 1975. Employment In¬ 
creased in every quarter of 1976 com¬ 
pared to like quarters in 1975. 

Sales or Production, or Both. Have 
Decreased Absolutely 

Sales and production of suits and sport 
coats at Linett Tailleurs, adjusted for 
price changes, increased 7.5 percent in 


value In 1975 compared to 1974 and rose 
11.4 percent in value in 1976 compared to 
1975. 

Conclusion 

After careful review of the facte ob¬ 
tained In the investigation. I conclude 
that a significant number or proportion 
of workers at Linett Tailleurs, Incor¬ 
porated, New York. New York have not 
become totally or partially separated and 
that sales or production at the firm have 
not decreased absolutely as required for 
certification under Section 22 of the 
Trade Act of 1074. 

Signed at Washington. D.C.. tills 11th 
day of March 1977. 

James F. Taylor. 

Director . Office of Management . 

Administration and Planning. 

(FR Doc. 77-8516 Kited 3-21-77:8:45 am| 


(TA-W-1620) 

McGEE-KENYON. INC. 

Negative Determination Regarding Eligi¬ 
bility To Apply for Worker Adjustment 

Assistance 

In accordance with Section 223 of the 
Trade Act of 1974 the Department of La¬ 
bor herein presents the results of TA-W- 
1620: investigation regarding certifica¬ 
tion of eligibility to apply for worker ad¬ 
justment assistance as prescribed in Sec¬ 
tion 222 of the Act. 

The investigation was initiated on 
January 31. 1977 In response to a worker 
petition received on January 17. 1077 
which was field by three workers on be¬ 
half of workers producing shoe patterns 
at McOee-Kenyon, Incorporated. New 
York. New York. 

The notice of investigation was pub¬ 
lished in the Federal Register on Febru¬ 
ary 18. 1977 (42 FR 100781. No public 
hearing wuis requested and none was 
held. 

The information upon which the de¬ 
termination was made was obtained from 
the officials of McGee-Ken yon. Inc., pub¬ 
lications of the U.8. Department of Com¬ 
merce. American Footwear Association 
and information from the U.S. Customs 
Bureau. 

In order to moke an affirmative deter¬ 
mination and issue a certification of el¬ 
igibility to apply for adjustment assist¬ 
ance. each of the group eligibility re¬ 
quirements of Section 222 of the Trade 
Act of 1974 must be met: 

(1) That « *l |n l flcn nt or proportion of tho 
worker* in such workers* firm or an appro¬ 
priate subdivision of the Ann have becom© 
totally or partially separated; 

(2) That sales or production, or both, of 
such firm or subdivision have decreased 
absolutely: 

(3) That articles like or directly competi¬ 
tive with those produced by the firm or sub¬ 
division are being Imported in increased 
quantities, either actual or relative to domes¬ 
tic production; and 

(4) That such Increased Imports have con¬ 
tributed Importantly to the separations or 
threat thereof; and to the decrease In sales 
or production. The term “contributed Im¬ 
portantly" means a cause which U Important 
but not necessarily more Important than any 
other cause. 
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Without regard to whehter any other 
criteria have been met, criterion (3) has 
not been met. 

According to various industry sources 
there arc no known quantities of imports 
of shoe patterns into the United 8tates. 

Conclusion 

After careful review of the facts ob¬ 
tained in the investigation, I conclude 
that imports of shoe patterns like or 
directly competitive with those produced 
at McGee-Kcnyon. Incorporated have 
not Increased as required In Section 222 
oX the Trade Act of 1974. 

8igned at Washington, D.C., this 11th 
day of March 1977. 

James F. Taylor. 

Director. Office of Management. 

Administration and Planning. 

[FR Doc.77-8510 Filed 3-21-77:8:45 am) 


|TA-W-1,233| 

PIHER CORP.. WOBURN, MASS. 

Certification Regarding Eligibility To Apply 
for Worker Adjustment Assistance; Cor¬ 
rection 

In FR Doc. 77-3109 appearing at page 
6022 in the Federal Register of Febru¬ 
ary l. 1977, the 10th line from the top 
of the first column, appearing on page 
6023, is corrected by deleting the words 
•‘and before February 1. 1977" immedi¬ 
ately after the word ••1975.*’ 

Signed at Washington. D.C., this 15th 
day of March 1977. 

James F. Taylor. 

Director. Office of Management. 

Administration and Planning. 

[FR Doc.77-8617 FUed 3-21-77:8:46 am| 

[TA-W-1583] 

SHENANGO, INC. 

Negative Determination Regarding Eligi¬ 
bility To Apply for Worker Adjustment 
Assistance 

In accordance with section 223 of the 
Trade Act of 1974 the Department of 
Labor herein presents the results of 
TA-W-1583: investigation regarding 

certification of eligibility to apply for 
worker adjustment assistance as pre¬ 
scribed in section 222 of the Act. 

The investigation was initiated on 
January 18. 1976 In response to a worker 
petition received on January 18, 1976 
which was filed by the United Steel¬ 
workers of America on behalf of work¬ 
ers producing cast iron molds at the Buf¬ 
falo, New York plant of Shenango, In¬ 
corporated. 

The Notice of Investigation was pub¬ 
lished in the Fkdehal Register on Jan¬ 
uary 28. 1977 (42 FR 5455). No public 
hearing was requested and none was 
held. 

The information upon which the de¬ 
termination was made was obtained from 
the United Steelworkers of America and 
Shenango, Incorporated. 

In order to make an affirmative de¬ 
termination and issue a certification of 


eligibility to apply for adjustment as¬ 
sistance. each of the group eligibility re¬ 
quirements of section 222 of the Trade 
Act of 1974 must be met: 

(1) That a significant number or propor¬ 
tion of the workers in such workers* firm or 
an appropriate subdivision of the firm have 
become totally or partially separated: 

(2) That sales or production, or both, of 
such firm or subdivision have decreased ab¬ 
solutely: 

<3) That articles like or directly competi¬ 
tive with those produced by the firm or sub¬ 
division are being imported in Increased 
quantities, either actual or relative to do¬ 
mestic production; and 

(4) That such increased imports have 
contributed importantly to the separations 
or threat thereof , and to the decrease in sales 
or production. The term ''contributed Im¬ 
portantly" means a cause which la important 
tout not necessarily more important than any 
other cause. 

Without regard to whether any of the 
other criteria have been met, criterion 
<1) lias not been met. 

The Buffalo, New York plant of She¬ 
nango, Incorporated produces cast iron 
molds. 

Evidence developed in the Depart¬ 
ment’s investigation reveals that no in¬ 
voluntary separations occurred from 
December 27. 1975. one year prior to the 
signature date of the petition, to the 
present. 

Conclusion 

After careful review of the facts ob¬ 
tained in the Investigation, I conclude 
that a significant number or proportion 
of the workers at the Buffalo] New York 
plant of Shenango. Incorporated have 
not become totally or partially separated 
as required in section 222 of the Trade 
Act of 1974. 

Signed at Washington, D C , this 11th 
day of March' 1977. 

James F. Taylor. 

Director, Office of Management. 

Administration and Planning. 

[FR Doc 77 8518 Filed 3 21-77.8:45 am) 


ITA-W-15691 

SOUTH END TRANSPORTATION, INC. 

Negative Determination Regarding Eligi¬ 
bility To Apply for Worker Adjustment 

Assistance 

In accordance with section 223 of the 
Trade Act of 1974 the Department of La¬ 
bor herein presents the results of TA-W- 
1569: investigation regarding certifica¬ 
tion of eligibility to apply for worker ad¬ 
justment assistance as prescribed in sec¬ 
tion 222 of the Act. 

The investigation was initiated on 
January 11, 1977 in response to a worker 
petition received on that date which was 
filed on behalf of workers and former 
workers at 8outh End Transportation, 
Incorporated. Trout Creek, Michigan. 

The Notice of Investigation w f as pub¬ 
lished in the Federal Register on Janu¬ 
ary 28, 1977 (42 FR 5455). No public 
hearing was requested and none was 
held. 

The information upon which the de¬ 
termination was made was obtained 


principally from officials of South End 
Transportation, Incorporated and De¬ 
partment files. 

In order to make an affirmative deter¬ 
mination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance, each of the group eligibility re¬ 
quirements of Section 222 of the Trade 
Act of 1974 must be met: 

(1) That a significant number or propor¬ 
tion of the workers in the workers' firm, or 
an appropriate subdivision thereof, have 
become totally or partially neparated. or are 
threatened to become totally or partially 
separated: 

(2) That sales or produtcion, or both, of 
auch firm or aubdivision havo decreased ab¬ 
solutely; 

<S) That articles like or directly competi¬ 
tive with those produced by the firm or sub¬ 
division are being imported in Increased 
quantities, either actual or relative to do¬ 
mestic production; and 

(4) That such Increased Imports have 
contributed importantly to the separations 
or threat thereof, and to the decrease in 
sales or production. The term "contributed 
importantly" means a cause which Is Im¬ 
portant but not necessarily more important 
than any other cause. 

If any of the above criteria is not sat¬ 
isfied a negative determination must be 
m*de. 

South End Transportation, Incor¬ 
porated. Trout Creek, Michigan, docs not 
produce an article within the meaning 
of Section 222<3> of the Act. and this 
Department has already determined 
that the performance of services is not 
covered by the adjustment assistance 
program. Sec Notice of Determination 
in Pan American World Airways , Incor¬ 
porated (TA-W-153, 40 FR 54639), The 
only question In this cane is whether the 
White Pine Copper Company, Le., a firm 
which produces on article, namely re¬ 
fined copper, and for whom the service* 
are provided, can be considered the 
•‘workers' firm”. The Department has 
also previously determined that an in¬ 
dependent firm for whom such services 
are provided cannot be considered the 
“worker’s firm”. See Notice of Deter¬ 
mination in Nu-Car Driveway. Incor¬ 
porated (TA-W-393. 41 FR 12749). 

South End Transportation was 
founded in 1969 and is licensed as a 
common carrier by the State of Michi¬ 
gan. Workers at South End Transporta¬ 
tion maintain and drive three large 
passenger buses and a passenger van. 
South End Transportation owns the 
facilities at Trout Creek and owns the 
passenger vehicles. South End Transpor¬ 
tation does not produce any finished 
goods. 

South End Transportation is pri¬ 
marily engaged in providing transpor¬ 
tation services for workers of the White 
Pine Copper Company who commute to 
and from their Jobs at White Pine, 
Michigan. South End Transportation 
has no business contracts, common own¬ 
ership. investment, or any other affilia¬ 
tions with either the White Pine Copper 
Company or Its parent firm Copper 
Range. All employees involved in pro¬ 
viding transportation services for White 
Pine workers are employed and paid by 
South End Transportation. 


FEDERAL REGISTER, VOL 42, NO. 55—TUESDAY, MARCH 22, 1977 







NOTICES 


15481 


CONCLUSION 

After careful review of the issues and 
facte involved. I have determined that 
.services of the kind provided by South 
Knd Transportation. Incorporated. Trout 
Creek, Michigan are not “articles" within 
the meaning of Section 222(3) of the 
Trade Act of 1374. and that the White 
Pine Copper Company cannot be con¬ 
sidered the “workers’ firm". The petition 
for trade adjustment assistance is. there¬ 
fore. denied. 

Signed at Washington. DjC.. this 11th 
day of March 1977. 

James F. Taylor. 

Director, Office o/ Management . 

Administration and Planning . 

| FR Doc.77' 6519 Filed *-21-77.8 4$ am] 


JTA-W-1250] 

TERRACE FOOTWEAR. INC. 

Certification Regarding Eligibility To Apply 
for Worker Adjustment Assistance 

In accordance with section 223 of the 
Trad© Act of 1974 the Department or La¬ 
bor herein presents the results of TA¬ 
W-1250: investigation regarding certi¬ 
fication of eligibility to apply for worker 
.adjustment assistance as prescribed in 
section 222 of the Act. 

The investigation was initiated on 
November 9.1976 in response to a worker 
petition received on November 9. 1976 
which was filed on behalf of workers 
and former workers producing women's 
casual footwear at the Norwalk, Con¬ 
necticut plant of Terrace Footwear, in¬ 
corporated. 

The notice of investigation was pub- 
ll-hed in the Federal Register on No¬ 
vember 23. 1976 (41 FR 51634). No pub¬ 
lic hearing was requested, and none was 

held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of Terrace Foot¬ 
wear. Incorporated, its customers, the 
US. Department of Commerce, the US. 
International Trade Commission, in¬ 
dustry analysts, and Department Ales. 

In order to moke an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as- 
.vistancc. each of the group eligibility 
requirements of Section 222 of the Trade 
Act of 1974 must be met: 

(1) That a significant number or propor¬ 
tion of the workers in the workers* firm, or 
or an appropriate subdivision thereof, have 

income totally or parti Ally aeparated. or are 
Uroatcned to become totally or partially 
unrated; 

(2) That sales or production, or both, of 
’•uch firm or subdivision have decreased 

ataolutcly; 

(31 That articles like or directly competi¬ 
tive with those produced by the firm or 
ttibdlvbUoa are being Imported in increased 
quantities, either actual or relative to do¬ 
mestic production; and 

(4 1 That such increased Imports have 
contributed importantly to the separation*, 
cr threat thereof, and to the d e crease In 
>*Ales or production. The term “contributed 
importantly** means a cause which la impor¬ 
tant but not necessarily more Important 
than any other cause. 


The investigation revealed that all of 

tiie above criteria have been met. 

SicxmcAirr Total or Partial 
Separations 

The average number of production 
workers declined 16.1 percent in the third 
quarter of 1976 compared to the third 
quarter of 1975. All production workers 
were laid off on October 29, 1976 when 
the plant was shut down. 

Sales or Production, or Both. 

Rave Decreased Absolutely 

Sales declined 56.2 percent in the 
third quarter of 1976 compared to the 
second quarter of 1976. Sales ceaaed on 
October 29.1976 when the plant was shut 

down. 

Increased Imports 

U.S. Imports of women’s and misses* 
nonrubber footwear were 185 0 million 
pain* in 1971 and increased to 204.2 mil¬ 
lion pairs and 218.4 million pairs, re¬ 
spectively. in 1972 and 1973. 

US imports declined to 187.6 million 
pairs in 1974 and Increased to 190.7 mil¬ 
lion pairs in 1975. UB. imports increased 
from 89.5 million pairs in the first half 
of 1975 to 109.5 million pairs hi the first 
luair or 1976. 

Contributed Importantly 

A survey of Terrace Footw ear's Single 
largest customer, representing approxi¬ 
mately 80 percent of Terrace Footwear’s 
sales in 1975 and 1976 indicated that this 
customer now purchases the type of shoes 
which were manufactured by Terrace 
Footwear from foreign sources, exclu¬ 
sively. 

Conclusion 

After careful review of the facts ob¬ 
tained in the investigation, I conclude 
that increases of imports like or directly 
competitive with women’s casual foot¬ 
wear contributed importantly to the total 
or partial separations of the workers 
at that plant. In accordance with the 
provisions of the Act. I make the follow¬ 
ing certification: 

All worker* engaged at the Norwalk. Con¬ 
necticut plant of Terrace Footwear. Incor¬ 
porated who became totally or partially 
separated from employment on or after 
July l. 1976 and on or before October 30. 
1076 are eligible to apply for adjustment 
nralirtnance under Title II. Chapter 2 of the 
Trade Act of 1974. 

Signed at Washington. D C, this 11th 
day of March 1977. 

James P. Taylor. 

Director, Office of Management . 

Administration and Planning. 

IFR Doc.77-8520 Piled 3-21-77;8:45 amj 


LEGAL SERVICES 
CORPORATION 

LEGAL AID SOCIETY OF OMAHA/COUNCIL. 
BLUFFS 

Grants and Contracts; Application 

March 16. 1977. 

The Legal Services Corporation was 
established pursuant to the Legal 

Services Corporation Act of 1974. Pub. L. 


93-355. 86 8tat. 378. 42 UB.C. 2996-29961. 
Section 1007(f) provides: *'At least thirty 
days prior to the approval of any grant 
application or prior to entering into a 
contract or prior to the Initiation of any 
otter project, the Corporation shall an¬ 
nounce publicly, and shall notify the 
Governor and the State Bar Association 
of any State where legal assistance will 
thereby be initiated, of such grant, 
contract, or project •••.*• 

The Legal Service* Corporation hereby 
announces publicly* that It is considering 
the grant application submitted by: 
I^gal Aid Society of Omnha Council 
Bluff*. Omaha. Nebraska to serve the 
counties of Dodge and Washington. 

Interested persons arc hereby Invited 
to submit written comments or recom¬ 
mendations concerning the above appli¬ 
cation to the Regional Office of the Legal 
Services Corporation at: 

Chicago Regional Office. 310 South Michigan 
Avenue. 24th Floor, Chicago. Illinois 60804. 

Thomas Ehrlich. 

President. 

|FR Doc.77-8444 Piled 3-2i-77;6:45 am| 


NEIGHBORHOOD LEGAL SERVICES 
Grants and Contracts; Application 

March 16.1977. 

The Legal Services Corporation was 
established pursuant to the Legal 
Services Corporation Act of 1974, Pub. L. 
93-355. 88 Stat. 378. 42 U.S.C. 2996-2996L 
Section 1007(f> provides: “At least thirty 
days prior to the approval of any grant 
application or prior to entering into a 
contract or prior to the initiation of any 
other project, the Corporation shall 
announce publicly, and shall notify the 
Governor and the State Bar Association 
of any State where legal assistance will 
thereby be initiated, of such grant, 
contract, or project • • 

The Legal Services Corporation hereby 
announces publicly that it is considering 
the grant application submitted by: 
Neighborhood Legal Services. Charles¬ 
ton, South Carolina to serve the coun¬ 
ties of Beaufort. Jasper and Colleton. 

Interested persons are hereby invited 
to submit written comments or recom¬ 
mendations concerning the above appli¬ 
cations to the Rogioual Office of the 
Legal Services Corporation at; 

Atlanta Regional Office, 616 Peachtree Street. 

N JE . Room 503. Atlanta. GA 30308. 

Thomas Ehrlich. 

President . 

|FR Doc.77-8446 Filed 3 21-77:8:45 am] 

NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 

l Notice 77-30| 

SPACE PROGRAM ADVISORY COUNCIL 

(SPAC) APPLICATIONS COMMITTEE 

Meeting 

The NASA SPAC Applications Com¬ 
mittee will meet on April 27. 1977, at 
NASA Headquarters, Federal Office 
Building 1 OB, Room 226A. 600 Independ- 
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encc Avenue, SW. Washington, DC. 
Members of the public will be admitted 
to the meeting at 9; 00 am. on a first- 
come. first-served basis. The seating ca¬ 
pacity of the room is 35 people. Visitors 
will be requested to sign a visitor's regis¬ 
ter. 

The NASA SPAC Applications Com¬ 
mittee senes In an advisory capacity 
only. It is concerned with the total range 
of applications of space-derived, space- 
related technology including communi¬ 
cations, meteorology, earth resources 
survey (includes agriculture/forestry, 
cartography, geography, geology/hydrol¬ 
ogy, oceanography), earth and ocean 
physics, solar energy conversion, space 
processing, and other technology appli¬ 
cations. Currently the Committee com¬ 
promises 12 members including the 
Chairman, Mr. Thomas Rogers. 

For further information regarding the 
meeting, please contact Mr. Louis B. C. 
Fong, Washington. D.C., <202 755-8617. 
The approved agenda for the meeting on 
April 27. 1977, is as follows: 


Time Topic 

9:00 am __ Opening Remark* by 

Chairman. 

9:30 a m__ Search and Rescue Satel¬ 


lite Program. As a fol¬ 
lowup action to the 
meeting on Feb. 38. 1077. 
this program, which Is 
an interagency effort 
under the Interagency 
Committee on Search 
and Rescue (IC8AR), 
will be reviewed for 
members* recommenda¬ 
tions and comments. 
ICSAR consists of repre¬ 
sentations from the De¬ 
partments of Commerce, 
Defense. Transportation, 
the Federal Communica¬ 
tions Commission, and 
NASA. 

10:30 a m.. Satellite Telecommunica¬ 

tions Program. A pre¬ 
liminary report on Its 
findings and recommen¬ 
dations will be given by 
the ad boo Informal Sub¬ 
committee on Satellite 
Telecommunication*. 

«:00 pm__ Adjourn. 

John M. Coulter. 

Acting Assistant Administrator 
for Department of Defense 
and Interagency Affairs. 

March 16. 1977. 

JFR Doc.77-6414 Filed 3-21-77:8:45 am | 

OFFICE OF THE FEDERAL 
REGISTER 

“SUNSHINE ACT" MEETING NOTICES 
90-Day Trial Program 

AGENCY: Office of the Federal Register, 
GSA. 

ACTION: Notice. 

SUMMARY: This notice announces a 

90-day trial program of special handling 
and formatting for “Government in the 
Sunshine Act" meeting notices. The pro¬ 
gram is intended to provide the public 
with information about these meetings as 


quickly as possible and in a simple and 
very usable form. 

DATES: Trial program begins: March 22, 
1977. Trial program ends: June 20. 1977. 

ADDRESS: Send letters to: Samuel 
Jacobs. Office of the Federal Register, Na¬ 
tional Archives and Records Service. 
General Services Administration. Wash¬ 
ington. DC 20408. 

FOR FURTHER INFORMATION CON¬ 
TACT: 

Samuel Jacobs (address as shown 
above) 202-523-5240. 

SUPPLEMENTARY INFORMATION: 
On March 12. the “Government in the 
Sunshine Act" became effective. Under 
that Act, many Federal agencies are re¬ 
quired to publish in the Federal Register 
a notice of each meeting that the agency 
holds (5 U.8.C. 552b(e)(3). This notice 
must state the time. date, place, and sub¬ 
ject matter of the meeting: whether it 
is open or closed to the public: and the 
name and phone number of a person to 
contact for more information. To make 
it easier to find out about "Sunshine 
Act" meetings, the Office of the Federal 
Register (OFR) will publish these no¬ 
tices in a new section of the Federal Reg¬ 
ister. The first page of this section will 
be captioned with the title “Sunshine 
Act Meetings” and will contain a stand¬ 
ard brief Introductory paragraph. Fol- 
lowtng this paragraph will be a listing of 
the individual meeting notices. 

The OFR will place each “Sunshine 
Act" notice on public inspection imme¬ 
diately' upon receipt. 

Affected agencies are invited to' par¬ 
ticipate in a 90-day trial program de¬ 
signed to simplify preparation and trans¬ 
mittal of these notices and to provide 
the public with information about meet¬ 
ings in a usable format as quickly as 
possible. The program has three parts: 
<1) Agencies preparing thev notices In a 
standard format. <2> agencies using fac¬ 
simile equipment to transmit the notices 
to the OFT4, and <3> the OFR publish¬ 
ing the notices on a two-day schedule. 

Standardized Format 

The OFR has developed three format 
variations covering the types of an¬ 
nouncements that an agency may be pub¬ 
lishing: Format Number 1 for announc¬ 
ing a meeting that is either completely 
open to the public or completely closed 
to the public. Format Number 2 for an¬ 
nouncing a meeting that is partially open 
to the public and partially closed to the 
public. Format Number 3 for announc¬ 
ing a change in a previously announced 
meeting. See Attachments 1. 2. and 3 for 
the specifics of each format. All agencies 
are urged to submit meeting notices in 
the appropriate standard format. Agen¬ 
cies transmitting notices by facsimile 
equipment must use the appropriate 
standard format. 

Facsimile Equu ment 

The OF*R will accept meeting notices 
submitted in the appropriate format via 
facsimile equipment. Using facsimile 
equipment a typed page can be trans¬ 


mitted over normal telephone lines in 
four or six minutes. We have facsimile 
equipment that is compatible with mon 
models now in use (contact our office for 
a list of the equipment compatible with 
our machine). Agencies transmitting 
“Sunshine Act" notices to the OFTt using 
facsimile equipment will be required to 
transmit only one copy of the notice In¬ 
stead of the original and twro duplicates 
that we normally require. 

In addition, we will not require a sig¬ 
nature on notices submitted via facsimile 
equipment. We strongly urge agencies 
sending meeting notices via facsimile 
equipment to limit their notices to one 
page each. 

Agencies using facsimile equipment 
trill be given a special telephone number 
devoted solely to facsimile transmission* 
To insure that only authentic notices are 
transmitted, agencies will be asked to 
designate the person or persons author¬ 
ized to transmit notices. 

The OFR feels that using facsimile 
equipment will benefit participating 
agencies and the public because it will 
expedite the publication process. In ad¬ 
dition. using this method will result In 
a significant savings of energy, since 
agencies wifi not need to use messengers 
to transmit these notices. However, agen¬ 
cies not using facsimile equipment may 
transmit "Sunshine Act" meeting notice^ 
by normal means <l.e, by messenger or 
through the mails). The OFR will pub¬ 
lish notices that conform to the appro¬ 
priate standards format on a two-day 
publication schedule. 

2-Day Publication Schedule 

Normally the Federal Register oper¬ 
ates on a three-day publication sched¬ 
ule. That is. a document appears in the 
Federal Register on the third work day 
after it is received at our office. However 
we will publish the notices of “Sunshine 
Act" meetings of agencies using the ap¬ 
propriate standardized format on a two- 
day schedule. Notices must be at the OFR 
by 11:30 am two working days before 
publication. In other words, if we re¬ 
ceive — either via facsimile or norma! 
means — a notice on Monday by 11:30 
am. It will appear in Wednesday's Fed¬ 
eral Register. We are able to offer this 
abbreviated schedule because the stand¬ 
ardized format will enable our editors to 
process the notices more quickly. 

What the Agency Must Do 

Any Federal agency that wants to par¬ 
ticipate in tills program, should send u* 
a leil r indicating the agency’s inten¬ 
tion to participate and asking us to pub¬ 
lish its unsigned notices submitted via 
facsimile (w r here that is the case) for 
the 90-day trial period. 

Agencies that will use facsimile equip¬ 
ment. should Include the names of the 
person or persons authorized to transmit 
meeting notices. The letter should state 
further that the agency agrees to read 
each of its "Sunshine Act" meeting no¬ 
ticed published in the Federal Register 
and to notify us at once if there are any 
errors in the notice. This letter should 
be signed by the officer who would nor- 
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mally sign the agency's meeting notice. 
The letter should be addressed to: 

Office of the Federal Register. National Ar¬ 
chives and Records Service (OSA). Wash¬ 
ington. DC 20408, ATTN: Samuel Jacobs. 

Upon receipt of an agency's letter, we 
will provide that agency with the tele¬ 
phone number designated for facsimile 
imnsmlssion and that agency may begin 
using this service. 

This program Is completely voluntary. 
We will accept notices of "Sunshine Act” 
meetings in any reasonable format sub¬ 
mitted using the normal means and in¬ 
clude these in the "Sunshine Act Meet¬ 
ings" section of the Federal Register 
These will be published on a three-day 
.schedule. We will not accept any notice 
via facsimile equipment that does not 
strictly conform to the appropriate 
standard format. 

The program will operate for a 20-day 
t£ial_period. After three months we will 
evaluate the program and if it is work¬ 
ing well and to everyone's advantage, we 
will continue the program on a more 
permanent basis. 

Fred J. Emery. 
Director of the 
Federal Reals ter 

ATTACHMENT t 

;JENCr HOLDING THE MEETING: 

TIMS AND DATE: 

HACK: 

STATUS: 

MATTERS TO BE CONSIDERED: 

CONTACT PERSON FOR MORE INFORMATION: 
»rt»OM»r t 
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I PR Doc 77-8438 Filed 3-21-77;8;43 am) 


OCCUPATIONAL SAFETY ANO 
HEALTH REVIEW COMMISSION 
SUNSHINE ACT 
Meeting 

In accordance with 29 CFR 2203.3(d) 
< l) (regulations under The Government 
in The Sunshine Act). announcement is 
made of the following Commission meet¬ 
ing; 

Dole; March 25, 1977 

Place: Room 1101. 1823 K Street NW. Wash¬ 
ington. D.C. 

Time: 9:30 a-m. 

Proposed agenda: Discussion of possible re¬ 
visions in the Commission's Rules of Pro- 
dure. 

Thu meeting will be open. 

Mrs. Nori Hcuberger. (202) 634-7970 
and Ms. Lottie Richardson (same phone 
number), have been designated to 
respond to inquiries about this meeting. 

Dated: March 16. 1977. * 

For the Commission. 

Paul R. Wallace. 
Counsel to the Commission. 

IFR Doe 77-8439 Filed 3-21-77;8:43 am] 


OFFICE OF THE SPECIAL REPRE¬ 
SENTATIVE FOR TRADE NEGOTIA¬ 
TIONS 

ADVISORY COMMITTEE FOR TRADE 
NEGOTIATIONS 

Request for Public Comment In Review 

In accordance with Section 7(b) of the 
Federal Advisory Committee Act. 5 U.S.C. 
App. I <Supp. V. 1975). the Office of the 
Special Representative for Trade Nego¬ 
tiations (8TR) will conduct on annual 
review of the Advisory Committee for 
Trade Negotiations (the Committee). By 
order of the President, a zero-based re¬ 
view of every executive advisory com¬ 
mittee is to be undertaken, with the pre¬ 
sumption that all committees should be 
abolished except those (1) for which 
there is a compelling need; (2) which 
have a truly balanced membership; and 
(3) which conduct their business as 
openly as possible, consistent with the 
law and their mandate. Based on this 
review, a determination is to be made 
whether to continue, merge, terminate, 
or revise responsibilities of each advi¬ 
sory committee. The STR is required to 
submit a report on the results of this 
review to the Office of Management and 
Budget by April 15, 1977. 

The Trade Act of 1974 required estab¬ 
lishment of an Advisory Committee for 
Trade Negotiations to provide overall ad¬ 
vice on certain trade agreements referred 
to in Section 135 of the Trade Act (19 
U.8.C. 2265). The Committee is composed 
of 45 Individuals drawn from govern¬ 
ment. labor, industry, agriculture, small 
business, service Industries, retailers, 
consumer interests, and the general pub¬ 
lic. Members of the Committee are ap¬ 


pointed by the President for a period of 
two years and may be reappointed for 
additional periods. 

The Committee is chaired by the Spe¬ 
cial Representative for Trade Negotia¬ 
tions and meets at his request. The STR 
Is authorized to make available to the 
Committee such staff, information, per¬ 
sonnel, and administrative services and 
assistance as it may reasonably require 
to carry out its activities. 

The Committee provides advice to the 
President, the Congress, and to United 
States negotiators on the multilateral 
trade negotiations presently underway in 
Geneva. Public access to meetings of the 
Committee has been restricted pursuant 
to 5 U-S.C. 552(b) (1). since disclosure of 
Information discussed in such meetings 
could seriously harm U.S. foreign policy 
interests. 

The Committee shall terminate as soon 
as practical after January 3. 1980, upon 
submission of reports required under 
8ection 135(e)(2) of the Trade Act of 
1974. 

Comments, or requests for further in¬ 
formation. should be directed to Phyllis 
O. Bonanno. Executive Secretary for the 
Advisory Committee for Trade Negotia¬ 
tions, 1800 O 8treet. N.W . Washington. 
D.C.. 20506, no later than April 5, 1977. 

Paul T. O’Day. 

Assistant Special Representative 
lor Trade Negotiations. 

March 16, 1977. 

[FR Doc.77-8410 Filed 3-21-77:8:43 am] 


SUGAR 

Solicitation of Public Views 

Pursuant to section 201 of the Trade 
Act of 1974. the United States Inter¬ 
national Trade Commission <U8ITC> 
has reported to the President on the 
case of sugAr (Investigation No. TA-201- 
16). On March 18, 1977 the STR received 
the USITC report containing an affirma¬ 
tive determination that sugar, sirups, 
and molasses, derived from sugar cane 
or sugar beets, provided for in TSUS item 
155.20 and 155.30 are being imported in 
such increased quantities as to be a 
substantial cause of the threat of serious 
injury to the domestic Industry pro¬ 
ducing articles like or directly competi¬ 
tive with the imported articles. 

The Commission 1 finds and recom¬ 
mends that the imposition of a quanti¬ 
tative restriction in the aggregate 
amount of 4.275,000 short tons, raw 
value, should be established on sugars, 
sirups and molasses provided for In items 
155.20 and 155.30 of the TSUS. for calen¬ 
dar year 1977, and for each calen¬ 
dar year thereafter, up to and including 
1981. The Commission further recom¬ 
mended that such annual quota be allo¬ 
cated among supplying countries on a 
basis determined by the President to be 
equitable. 


1 Commlwlotjors Parker. Moore, anti Bedell. 
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Within 60 days of receiving a report 
from the USITC containing an affirma¬ 
tive determination, the President must 
determine what method and amount of 
import relief he will provide cr deter¬ 
mine that the provision of relief is not 
in the national economic interest, and 
whether he will direct expeditious con¬ 
sideration of adjustment assistance peti¬ 
tions. 

In determining whether to provide 
import relief and what method and 
amount of import relief he will provide, 
the President must take into account, in 
addition to other considerations, the 
following factors: 

(1) the probable effectiveness of the 
Import relief as a means to promote ad¬ 
justment, the efforts being made or to be 
Implemented by the industry concerned 
to adjust to import competition, and 
other considerations relevant to the posi¬ 
tion of the industry in the nation’s 
economy; 

(2) the effect of Import relief on con¬ 
sumers and on competition In the 
domestic markets for such articles: 

(3) the effect of Import relief on the 
International economic interest of the 
United States; 

(4) the Impact on United States in¬ 
dustries and Arms as a consequence of 
any possible modification of duties or 
other import restrictions which may re¬ 
sult from international obligations with 
respect to compensation; 

(5) the geographic concentration of 
imported products marketed in the 
United States; 

(6) the extent to which the United 
States market is a focal point for ex¬ 
ports of such article by reason of re¬ 
straints on exports of such article to, 
or on imports of such article into, third 
country markets: 

(7) the economic and social costs 
which would be incurred by taxpayers, 
communities and workers if import re¬ 
lief were or were not provided. 

The Office of the Special Represent¬ 
ative for Trade Negotiations chairs the 
interagency Trade Policy Committee 
structure that makes recommendations 
to the President as to what action, if 
any. he should take on reports sub¬ 
mitted by the USITC under section 201 
<d). In order to assist the Trade Policy 
Stall Committee in developing informa¬ 
tion on possible action which may be 
taken under section 202 and 203 of the 
Trade Act of 1974. the Committee wel¬ 
comes briefs from interested parties on 
the above listed subjects. (Further in¬ 
formation on this case is available in 
the Report of the USITC on Sugar- 
Investigation No. TA-201-16). 

Briefs should be submitted in twenty 
(20) copies to Chairman. Trade Policy 
Staff Committee, Room 728, Office of 
the Special Representative for Trade 
Negotiations. 1800 G Street, N.W„ 
Washington, D.C. 20506. 

To be considered by the Trade Policy 
Staff Committee, submissions should be 
received in the Office of the Special Rep¬ 


resentative for Trade Negotiations no 
later than April 6,1977. 

Wiiuam B. Kelly. 

Chairman. Trade Policy 

Staff Committee. 

(FR Doc.77 8655 Filed 3-21-77;8:45 am] 

RENEGOTIATION BOARD 
MEETING; CHANGE IN PUBLIC 
ANNOUNCEMENT 

Pursuant to RBR 1482.3(b) of its regu¬ 
lations. the Renegotiation Board hereby 
announces that the date of its meeting 
originally scheduled for March 15. 1977, 
as announced In the Federal Register of 
March 9. 1977 (42 FR 13167-8). and sub¬ 
sequently changed to March 22, 1977, as 
announced In the Federal Register of 
March 15. 1977 (42 FR 14187), is further 
changed to March 29. 1977. 

Dated: March 16. 1977. 

Goodwin Chase. 

Administrator. 

| FU Doe. 77-84 15 Filed 3 21-77:8: 45 am | 


SMALL BUSINESS 
ADMINISTRATION 

LITTLE ROCK DISTRICT ADVISORY 
COUNCIL 

Public Meeting 

The Small Business Administration 
Little Rock District Advisory Council will 
hold a public meeting at 1:30 pjn.. 
Thursday, April 7. 1977, in the 10th Floor 
Conference Room. Blue Cross-Blue 
Shield Buikiing, 7th and Gaines Streets. 
Little Rock. Arkansas, to discuss such 
matters as may be presented by mem¬ 
bers, staff of the Small Business Admin¬ 
istration, or others present. For further 
Information, write or call Maurice Britt. 
District Director. U13. Small Business Ad¬ 
ministration, PO. Box 1401. Little Rock. 
Arkansas 72203 <501) 740-5871. 

Dated: March 10, 1977. 

Anthony S, Stasio, 
Acting Assistant Administrator 
for Advocacy and Public 
Communications. 

(FR Doc.77-8447 FUed 3-21-77:8:45 am] 

LOWER RIO GRANDE VALLEY DISTRICT 
ADVISORY COUNCIL 

Public Meeting 

The Small Business Administration 
Lower Rio Grande Valley District Ad¬ 
visory Council will hold a public meet¬ 
ing at 9:30 am. Tuesday. April 19. 1977. 
at the Kleberg First National Bank. 200 
E. Kleberg. Kingsville. Texas, to discuss 
such matters as may be presented by 
members, staff of the Small Business Ad¬ 
ministration, or others present. For fur¬ 
ther information, write or call James R. 
Woodall. District Director. UB. Small 


Business Administration. P.O. Box 2567, 
Harlingen, Texas 78550. (512) 734-4533. 

Dated: March 10. 1977. 

Anthony 8. Stasio. 
Acting Assistant Administrator 
lor Advocacy and Public 
Comm unications. 

(FR Doc.77-8451 Filed 3-21-77.8:45 am] 


OKLAHOMA CITY DISTRICT ADVISORY 
COUNCIL 
Public Meeting 

The Small Business Administration 
Oklahoma City District Advisory Council 
will hold a public meeting from 8:00 am 
until 4:30 p.m.. Friday. April 15, 1977 at 
the Southgate Inn. 5245 8. 135. Okla¬ 
homa City. Oklahoma, to discuss such 
matters as may be presented by member? 
staff of the Small Business Administra¬ 
tion. or others present. For further infor¬ 
mation. write or call Truman Branacum 
Distri t Director, UA Small Business 
Administration, Suite 840. 50 Penn Place 
Oklahoma City, Oklahoma 73118. <405> 
736-5237. 

Dated: March 16. 1977. 

Anthony S. Stasio, 
Acting Assistant Administrator 
for Advocacy and Public 
Communications. 

| FR Doc.77-8450 Filed 3-21-77;8:45 am] 


SALT LAKE CITY DISTRICT ADVISORY 
COUNCIL 

Public Meeting 

The Salt Lake City District Advisor:, 
Council will hold a public meeting at 
9:30 a.m., Friday, April 15. 1977 in the 
Conference Room of the Chamber of 
Commerce, 52 West 2nd North. Logan. 
Utah, to discuss such matters as may be 
presented by members, staff of the Small 
Business Administration, or others pres¬ 
ent. For further information, write or 
call Clair R. Hopkins, District Director. 
U.S. Small Business Administration, 2237 
Federal Building. Salt Lake City. Utah 
84138 (801) 524-5804. 

Doted: March 14.1977. 

Anthony S. Stasio. 

Acting Assistant Administrator 
lor Advocacy and Public 
Communications. 

[FR Doc. 77-8462 Filed 3-21-77,8 45 am] 


SAN ANTONIO DISTRICT ADVISORY 
COUNCIL 

Public Meeting 

The Small Business Administration 
San Antonio District Advisory Council 
will hold a public meeting at 9:00 a.m.. 
Friday. April 15. 1977, at the Hilton 
Hotel. Riverside Mall, Laredo, Texas 
78040, to discuss such matters as may be 
presented by members, staff of the Small 
Business Administration, or others pres- 
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cut. For further information, write or 
call James S. Reed 727 East Durango* 
San Antonio. Texas 78206 (512) 229- 

6268. 

Dated: March 15.1977. 

Anthony 8. Stasio, 
Acting Assistant Administrator 
for Advocacy and Public 
Communications. 

(PR Doc.77-8448 Filed 8-21-77:8:45 am] 

SEATTLE DISTRICT ADVISORY COUNCIL 
Public Meeting 

The Small Business Administration 
Seattle District Advisory Council will 
hold a public meeting at 9:00 am.. 
Thursday. April 21, 1977, in the Federal 
Building. 915 Second Avenue. Seattle. 
Washington 98174, to discuss such mat¬ 
ters as may be presented by members, 
taff of the Small Business Administra¬ 
tion, or others present. For further in¬ 
formation, write or call Robert F. Cald¬ 
well, District Director. U8. Small Busi¬ 
ness Administration, at the above ad¬ 
dress, (206) 399-7791. 

Dated: March 14, 1977. 

Anthony S. Stasio. 

Acting Assistant Administrator for 
Advocacy and Public Communications . 
(PR Doc.77-8449 Plied 8-21-77:8:48 amj 

[Declaration of Disaster Loan Area No 1282; 
Arndt No. 1] 

MINNESOTA 

Declaration of Disaster Loan Area 

The above numbered Declaration (See 
42 FR 4567), is amended by extending 
the filing date for physical damage until 
the close of business on April 18. 1977, 
and for economic injury until the close 
of business on November 18, 1977. 

Dated: March 15. 1977. 

Roger H. Jones, 
Acting Administrator . 

(PR Doc.77-8522 Filed S-2i-77;8:46 am] 


[Declaration of Disaster Loan Area No. 1804) 
NEW YORK 

Declaration of Disaster Loan Area 

Rocldand County and adjacent Coun¬ 
ties within the 6tate of New York, con¬ 
stitute a disaster area because of dam¬ 
age resulting from flash flooding which 
occurred on February 24-25. 1977. 

Eligible persons, firms and organiza¬ 
tions may file applications for loans for 
physical damage until the close of busi¬ 
ness on May 16. 1977. and for economic 
injury until the close of business on 
December 15, 1977, at: 

Small Buftlntta Administration. District 
Office, 26 Federal Plaza, Room 3100, New 
York. New York 10007. 

or other locally announced locations. 

Dated: March 15. 1977. 

Roger H. Jones, 
Acting Administrator, 

I PR Doc.77 8523 Piled 8-21-77:8:45 am) 


DEPARTMENT OF STATE 

(Public Notice 531) 

CULTURALLY SIGNIFICANT PAINTINGS 

FROM THE UNION OF SOVIET SOCIAL¬ 
IST REPUBLICS 

Notice is hereby given of the following 
determination: 

Pursuant to the authority vested in me 
by the Act of October 19. 1965 (79 Stat. 
985). Executive Order 11312 of Octo¬ 
ber 14. 1966 (31 FR 13415. October 18. 
1966) and delegation of authority num¬ 
ber 113 of December 23. 1966 (32 FR 
58. January 5. 1967). I hereby determine 
that (1) the paintings described in the 
list filed as a part of this determination 1 
Imported from the Union of Soviet So¬ 
cialist Republics pursuant to a loan 
agreement between the Ministry of Cul¬ 
ture of the USSR and Mr. Thomas Hov- 
Ing on behalf of the Metropolitan Mu¬ 
seum of Art and the Fine Arts Museum 
of San Francisco for temporary exhibi¬ 
tion without profit within the United 
States are of cultural significance and 
that (2) the temporary exhibition or dis¬ 
play of such paintings entitled “Russian 
and Soviet Paintings—Icons to the Pres¬ 
ent** at the Metropolitan Museum of Art 
In New York City on or about April 13. 
1977. to on or about June 26. 1977. and 
at the Fine Arts Museum of San Fran¬ 
cisco, California on or about August 6. 
1977, to on or about October 9. 1977, 
Is in the national interest. 

Public notice of this determination Is 
ordered to be published in the Federal 
Register. 

William K. Hitchcock. 

Acting Assistant Secretary for 
Educational and Cultural 
Affairs. 

March 15. 1977. 

(FR Doc.77-8475 Filed 8-18-77:10:30 «un| 


DEPARTMENT OF THE TREASURY 

Office of the Commissioner of Customs 

ANTIDUMPING DUTIES—TANTALUM 
ELECTROLYTIC FIXED CAPACITORS 

AOENCY: United States Customs 

Service. 

ACTION: Notice of petition filed by 
American manufacturer, producer or 
wholesaler. 

SUMMARY: This notice is to advise the 
public that a petition has been filed by 
an American manufacturer requesting 
that antidumping duties be assessed 
with regard to tantalum electrolytic 
fixed capacitors from Japan. Interested 
persons are Invited to comment on this 
action. 

EFFECTIVE DATE: This notice is ef¬ 
fective on March 22.1977. 

FOR FURTHER INFORMATION CON¬ 
TACT: 


1 List of and description of 155 paintings 
from the Union of Soviet Socialist Republics 
filed m * part of the original document. 


Michael Lublinska, Classification and 

Value Division. U£. Customs Service. 

1301 Constitution Avenue. N.W.. Wash¬ 
ington. D C. 20229 (202-566-2938). 

On February 3, 1977, a petition was 
received in proper form, pursuant to 
section 516(a) of the Tariff Act of 1930, 
as amended by the Trade Act of 1974 (19 
U.S.C. 1516(a)). from counsel acting on 
behalf of Sprague Electric Company, 
asserting that a finding of dumping be 
issued and antidumping duties be 
assessed on those entries of tantalum 
electrolytic fixed capacitors from Japan 
where it has been determined that sales 
were being made at prices less than the 
foreign market (or constructed) value, 
within the meaning of the Antidumping 
Act of 1921, as amended (19 U.S.C. 160 
et seq.). As a result of a negative deter¬ 
mination of injury rendered by the In¬ 
ternational Trade Commission on 
October 29.1976 (41 FR 47604), a finding 
of dumping was not made in this matter, 
and therefore merchandise of the class 
or kind In question was not subject to 
appraisement under the Antidumping 
Act. 

The petition requested the following 
relief: 

1. The Secretary of the Treasury or his 
delegate should conclude that the Inter¬ 
national Trade Commission erred, as a 
matter of law. when It determined that 
an industry In the United States was not 
being Injured and was not likely to be 
injured, and was not prevented from 
being established, by reason of imports 
of tantalum electrolytic fixed capacitors 
from Japan sold at less than fair value 
C'LTPV*'); 

2. The Secretary of the Treasury or his 
delegate should publish a finding of 
dumping with respect to tantalum elec¬ 
trolytic fixed capacitors from Japan 
forthwith; 

3. Appropriate Customs officers should 
make Antidumping Act appraisements 
[foreign market (or constructed) value 
and purchase (or exporter's sales) price 1 
for every entry of tantalum electrolytic 
fixed capacitors from Japan: and 

4. Appropriate Customs officers should 
assess antidumping duties on those 
entries of tantalum electrolytic fixed 
capacitors from Japan where It has been 
determined that the foreign market (or 
constructed) value exceeds the purchase 
(or exporter's sales) price. 

In accordance with the provslons of 
i 17 5.21( a) oi the Customs Regulations 
(19 CFR 175.21(a)), notice is hereby giv¬ 
en that a domestic producer has filed a 
petition requesting that antidumping 
duties be assessed with regard to tan¬ 
talum electrolytic fixed capacitors from 
Japan. Before a decision is made with 
regard to this petition, consideration will 
be given to any relevant data, views or 
arguments submitted In writing. Sub¬ 
missions should be addressed to the 
Commissioner of Customs, 1301 Consti¬ 
tution Avenue N.W., Washington. D.C. 
20229. in time to be received by his office 
not later than March 28. 1977. 

Written submissions will be available 
for public inspection in accordance with 
section 103.8(b) of the Customs Regula- 
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tiom (19 CFR 103.8(b)). at the Classi¬ 
fication and Value Division. Headquar¬ 
ters, United States Customs Service. 
Washington, D.C., during regular busi¬ 
ness hours. 

Vernon D. Acree, 
Commistioner of Customs. 

March 16, 1977. 

|FB Doc 77-8460 FUod 3-21-77;8:45 am| 


Office of the Secretary 

ADVISORY COMMITTEE ON PRIVATE 

PHILANTROPY AND PUBLIC NEEDS 

Notice of Meeting 

Notice Is hereby given that a meeting 
of the advisory Committee on Private 
Philanthropy and Public Needs will be 
held on Thursday. April 7. 1977. begin¬ 
ning 10:45 am. and ending 3:15 p.m. 
approximately. The meeting will be held 
In Room 4119. Main Treasury Building. 
15th and Pennsylvania Avenue, N.W.. 
Washington. D.C. 

The Agenda of the meeting, subject to 
change, is as follows: 

1. Relationship of the Committee to 
the Treasury. 

2. Tax Reform: Simplification and 
Public Accountability in the Philanthro¬ 
pic Area. 

3. Design of a "Truth In Charitable 
Solicitation** Proposal. 

The meeting will be open to the public. 
Public attendance must be arranged In 
advance because space in the room Is 
limited and admission to the Main Treas¬ 
ury Building Is restricted. Request for 
public attendance should be made no 
later than April 5 by phone to Nancy 
Kawtoskl <202-566-5911). Admission will 
be granted in order of receipt of request. 

J. Elton Greenlee, 

Acting Assistant Secretary 

c Administration ). 

|FR Doc.77-8557 Filed 3-2l-77;8:45 am) 


NUCLEAR REGULATORY 
COMMISSION 

MEETINGS DURING THE WEEK OF 
MARCH 14. 1977 

Change Notice 

In accordance with the requirements 
of the Government In the Sunshine Act 
and the Commission's Rules Implement¬ 
ing the Act. this Notice identifies changes 
in the meeting announcements covering 
meetings for the week of March 14. 1977. 

Changes 

FRIDAY, MARCH 18 

On Friday, March 18, the Commission 
voted unanimously to close the following 
additional meeting: 11:30 am Discus¬ 
sion of Midland Opinion. (Authority to 
dose: 5 UBCf. 552b(d)U) and 5 UB.C. 
552b(c) (10) and 9.105(a) and 9.104(a) 
(10) of the Commission's Rules). 

The Commission will consider a formal 
agency adjudication presently before the 
Commission. 

Those persons expected to be present 
are: The Commissioners and their staff. 


P. Strauss, the General Counsel, and 
members of his office. B. Hu berm an. the 
Director of Policy Evaluation and mem¬ 
bers of his staff, and 8. Chilk, the Secre¬ 
tary and members of his staff. One or 
more persons may also attend to operate 
the recording or transcribing equipment 
used to make ft record of the meeting. 

By unanimous vote on March 18. 1977. 
the Commission determined pursuant to 
5 U.S.C. 552b<c> (1) and « 9.107(a) of the 
Commission's Rules that Commission 
business requires that this agenda Item 
be held on less than one week's notice to 
the public. 

The meeting will be held in the Com¬ 
missioners' Conference Room. 1717 H 
Street, N.W.. Washington, D.C. For 
further information, contact Walter 
Magee. Office of the Secretary, tele¬ 
phone: 634-1410. 

Dated at Washington. DC, this 18th 
day of March, 1977. 

For the Commission. 

Samuel J. Chilk. 

Secretary of the Commission. 

| Fit Doc.77 8668 Filed 2-21-77; 10; 12 tan) 


MEETINGS DURING THE WEEK OF 

MARCH 21. 1977 

Change Notice 

In accordance with the requirements 
of the Government tn the Sunshine Act 
and the Commission's Rules implement¬ 
ing the Act. this Notice identifies changes 
in the meeting announcements of March 
14 and 15, covering meetings for the 
week of March 21. 1977, The changes 
arc necessitated by the scheduling of 
Congressional testimony by Commission¬ 
ers during that week. 

Changes 

MONDAY, MARCH 21 

The items scheduled at 10:00 am. 
(Briefing on Arrangement with the Ex¬ 
ecutive Branch on Nuclear Export Func¬ 
tions). at 1:30 p.m. (Commission Legis¬ 
lative Program) and at 2:30 pm. <NRC 
and International Physical Protection 
Standards) are cancelled. 

The following open and closed meet¬ 
ings, originally scheduled for Tuesday. 
March 22, have been moved forward and 
added to Monday's schedule: 1:30 p m.. 
Discussion of Scabrook Opinion (dosed 
meeting). 2:30 pm.. Discussion of 
Hartsvffie (closed meeting). 

TUESDAY, MARCn 22 

The Items cshcduled for 10:00 am. 
(Briefing on Resident Inspector Pro¬ 
gram) and for 11:00 am. (Briefing on 
Status of OESMO) are cancelled. The 
item scheduled for 12:00 Noon (Affirma¬ 
tion of Action on FOIA Appeal) was 
affirmed in a Public Meeting, March 18. 
1977. 

ADDITIONAL CLOSED MEETING 

On Friday. March 18.1977, the Nuclear 
Regulatory Commission (all members 
participating) voted unanimously to hold 
the following closed meeting: 


TUESDAY. MARCH 22 

10:00 am.. Discussion of Proposed 
Congressional Testimony on 8. 897— 
The Nudear Nonproliferation Act of 
1977. (Authority to close: 5 U.6.C. 
552(d)(1) and 5 UJB.C. 552b<c) (9> (B) 
and 8 9.105(a) and 9.104(a) (9).) 

The meeting will onclude discussion of 
proposed Congressional testimony. 

Attendees will Include the Commission¬ 
ers and their staff. P. Strauss, the Gen¬ 
eral Counsel, and members of his office. 
B. Huberman. the Director of the Office 
of Policy Evaluation, and members of 
his staff. H. Shapar, the Executive Legal 
Director, and members of his staff, Jame. 
Shea and Xtichael Guhin of the Com¬ 
mission's Office of International Pro¬ 
grams, and S. Chilk. the Secretary, and 
members of his staff. One or more per¬ 
sons may also attend to operate the re¬ 
cording or transcribing equipment used 
to make a record of the meeting. 

By unanimous vote on March 18, 1977 
the Commission determined pursuant to 
5 US.C. 552b(eMl) and 19.107(a) ol 
the Commission's Rules that Commissioi; 
business requires that this agenda item 
be held on less than one week's notice 
to the public. 

Tlie meeting will be held in the Com¬ 
missioners' Conference Room, 1717 H 
Street. N W . Washington. D.C. For fur¬ 
ther information, contact Walter Mager 
Office of the Secretary, telephone: 634- 
1410. 

A revised Schedule of Meetings for the 
week is attached. 

Dated at Washington. DC, tills 18th 
day of March 1977. 

For the Commission. 

John C. Hoyle, 
Assistant Secretory 
of the Commission 

MEETINGS. WEEK OF MARCH 21 
Revised 

MONDAY, MARCH 21 

11:00 am.. Tarapur: Consolidation of 
Other Aspects (Closed Meeting). 1:30 
pm.. Discussion of 8cabrook Opinion 
(Closed Meeting). 2:30 pm.. Discussion 
of Hartsville (Closed Meeting >. 

TUESDAY. MARCH 22 

10:00 am.. Discussion of Proposed 
Congressional Testimony (Closed Meet¬ 
ing. 

(Wednesday. Thursday. Friday—No 
Meetings Scheduled) 

[FR Doc.77-8068 Filed 3-21-77:10:12 am] 


INTERSTATE COMMERCE 
COMMISSION 

(Notice No. 3511 

ASSIGNMENT OF HEARINGS 

March 17, 1977 

Cases assigned for hearing, postpone¬ 
ment. cancellation or oral argument ap¬ 
pear below and will be published only 
once. This list contains prospective as¬ 
signments only and does not Include 
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cases previously assigned hearing dates. 
The hearings will be on the issues as 
presently reflected in the Official Docket 
of the Commission. An attempt will be 
made to publish notices of cancellation 
of hearings as promptly as possible, but 
interested parties should take appropri¬ 
ate steps to insure that they are notified 
of cancellation or postponements of 
hearings in which they are interested. 

MC 140511 (Sub-2), Autolog Corporation 

now being assigned May 0, 1977 (1 week) 
at New York, New York in a hearing room 
to be later deaU:nated. 

MC 2000 (Sub-293). Ryder Truck Line*. Inc , 
now being assigned June 0. 1977 (l week) 
for continued bearing at Charlotte. North 
Carolina and will be held at tiie Sheraton 
Center. 555 South McDowell Street. 

MC 130393. John R. Benu Travel Service, Inc., 
now aiwlRO*d April 19. 1977, at Columbu*. 
Ohio la canceled and realigned far April 
19. 1977 ( 3 days) in Conference Room. 25th 
Floor. Kroger Building. 1014 Vine Street. 
Cincinnati. Ohio. 

MC 124878 (Sub-9). Lapadula Air Freight 
Transfer, Inc., now being amlgned May 18. 
1977 (1 week) at New York. New York In a 
room to be later designated. 

MC 117004 (Sub-11). Meadors Freight Line* 
Inc., now being assigned June 0. 1977 (2 
weeks), at Atlanta, Oeorgta, In a hearing 
room to bo later designated. 

MC 119428 (Sub-2), Napoleon J Eno and 
Paul Eno. dba Nap Sc Paul’s Marine now 
being assigned May 23. 1977 (1 week) at 
New York. New York In a hearing room to 
be later designated. 

MC C 9382. Tucker Freight Lines. Inc.—In¬ 
vestigation and Revocation of Certificates 
now being assigned June l, 1977 (3 days) 
at Chicago, Illinois In a hearing room to 
be later designated. 

MC-FC 75721, Oeneral Movers, Inc . East 8t. 
Louis. Illinois. Transferee and Fasgo Motor 
Express. Inc., East St. Louis, II11 not*. 
Transferor, and Modem Truck Lines, Inc.. 
East St. Louis. Illinois. Transferor, MC 
120679 Bub 3. Oeneral Movers. Inc. Exten¬ 
sion and MC 120870 (Sub-2). Generals 
Movers. Inc. now being assigned June 8. 
1977 (1 week) at Chicago. Illinois In a 
hearing room to be later designated. 

MC 125898 (Sub-1). AAAOon Auto Trans¬ 
port. like.—Petition Seeking Modification 
of Permit (Certificates), now being as¬ 
signed Prehearing Conference April 22. 
1977 at the Offices of the Interstate Com¬ 
merce Commission. Washington. D C. 

RofisxT L. Oswald, 

• Secretory. 

|FR Doc 77-8502 Filed 3-91-77;8:45 amj 


(Notice No. 38) 

MOTOR CARRIER TEMPORARY 
AUTHORITY APPLICATIONS 

March 14. 1077 

The following arc notices of filing of 
applications for temporary authority un¬ 
der Section 210a (a) of the Interstate 
Commerce Act provided for under the 
provisions of 49 CFR 1131.3. These rules 
provide that an original and six (6) 
copies of protests to an application may 
be filed with the field official named in 
the Federal Register publication no later 
than the 15th calendar day after the 
date the notice of the filing of the appli¬ 
cation is published in the Federal Reg¬ 
ister. One copy of the protest must be 
served on the applicant, or its authorized 


representative. If any, and the p rotes- 
tant must certify that such service has 
been made. The protest must identify 
the operating authority upon which it is 
predicated, specifying the “MC" docket 
and “Sub" number and quoting the par¬ 
ticular portion of authority upon which 
it relies. Also, the protestant shall spec¬ 
ify the service it can and will provide and 
the amount and type of equipment it 
will make available for use in connec¬ 
tion with the service contemplated by 
the TA application. The weight ac¬ 
corded a protest shall be governed by the 
completeness and pertinence of the Pro¬ 
testant’s information. 

Except as otherwise specifically noted, 
each applicant states that there will be 
no significant effect on the quality of the 
human environment resulting from ap¬ 
proval of its application. 

A copy of the application |s on flic, and 
can be examined at the Office of the Sec¬ 
retary. Interstate Commerce Commis¬ 
sion. Washington. DC., and also in the 
ICC Field Office to which protests are to 
be transmitted. 

Motor Carriers or Property 

No. MC 45764 (Sub-No. 20TA). filed 
March 3. 1977. Applicant: ROBBINS 
MOTOR TRANSPORTATION, INC.. In¬ 
dustrial Highway and Saville Ave., P.O. 
Box 38. Eddystonc, Pa. 19013. Applicant's 
representative: Edward Kells (same ad¬ 
dress as applicant). Authority sought to 
operate as a common carrier . by motor 
vehicle, over irregular routes, transport¬ 
ing: Machinery, the transportation of 
which because of size or weight requires 
the use of special equipment or handling 
and related machinery parts, moving on 
through trailers in foreign commerce, 
from Caticry and Erie, Pa.. Dalton. Ohio 
and Roanoke. Va.. to the International 
Boundary line between the United States 
and Mexico, at Brownsville and Laredo, 
Tex., for 189 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support¬ 
ing shipper: CCS/Braeburn Alloy & 
Steel. 12 Commerce Drive, Cranford. N.J. 
07016. Send protests to: Monica A. Blod¬ 
gett. Transportation Assistant. Interstate 
Commerce Commission. 600 Arch St., 
Room 3238, Philadelphia. Pa. 19106. 

No. MC 5929* (Sub-No. 8TA), filed 
March 3. 1977. Applicant: THOMAS K. 
BEITELMAN, 1602 N. 27th St. Allen¬ 
town. Pa. 18101. Applicant's representa¬ 
tive: Paul B Kemmerer. 1620 N. 16th 
St. Allentown. Pa. 18104. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Linoleum. /ell and felt 
rugs. and other floor coverings. floor 
covering laying accessories and materials 
and floor covering preservatives , from 
the plantsite of Armstrong Cork Com¬ 
pany, in E. Hempfleld Township, Lan¬ 
caster County. Pa , to Albany, N.Y., for 
180 days. Supporting shipper: Arm¬ 
strong Cork Company. Liberty & Char¬ 
lotte Sts., Lancaster, Pa. 17604, Send 
protests to: Monica A. Blodgett, Trans¬ 
portation Assistant Interstate Commerce 
Commission, 600 Arch St., 3238. Philadel¬ 
phia. Pa. 19106. 


No. MC 60122 <Sub-No. 9TA>. filed 
February 28. 1977. Applicant: JOHN 
VIANO AND EDWARD VIANO. doing 
business as, VIANO BROTHERS. Hard¬ 
ing Highway. Landlsville. N J. 03326. Ap¬ 
plicant's representative: J. Raymond 
Clark, 8ulte 1150, 600 New Hampshire 
Ave.. N.W.. Washington. D.C. 20037. Au¬ 
thority sought to operate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting: Malt beverages . in 
containers, <rom Syracuse. N.Y., to Lan- 
disvfile. N.J.. for 180 days. Supporting 
shipper: Thomas Fomataro. Inc., Buena 
Vista Ave., Landlsville. N J. 08326. Send 
protests to: Dieter H. Harper. District 
Supervisor. Interstate Commerce Com¬ 
mission. 428 E. State St ., Room 204. Tren¬ 
ton, N.J. 08608. 

No. MC 104295 (Sub-No. 29TA). filed 
March 3. 1977. Applicant: GUY HEA- 
VENER. INC., 480 School Lane. Harleys- 
ville. Pa. 19438. Applicant's representa¬ 
tive: Maxwell A. Howell. 1100 Invest¬ 
ment Bldg . 1511 K St., N.W., Washing¬ 
ton. D.C. 20005. Authority sought to op- 
ercitae as a common carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: Gravel, from points in Cecil County, 
Md, to Bethlehem. Pa., for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supportingshippcr: Oeorge F. 
Pettlnos. Inc.. 123 Coulter Ave.. Ardmore, 
Pa. 19003. Send protests to: Monica A. 
Blodgett. Transportation Assistant. In¬ 
terstate Commerce Commission. 600 Arch 
St.. Room 3238. Philadelphia. Pa. 19106. 

No. MC 103993 <Sub-No. 881TA), filed 
February 28. 1977, Applicant: MORGAN 
DRIVE AWAY. INC., 28651 U.S. 20 West, 
Elkhart, Ind. 48514. Applicant's repre¬ 
sentative: James B. Buda (same address 
os applicant). Authority sought to oper¬ 
ate as a common carrier . by motor ve¬ 
hicle. over Irregular routes, transporting: 
Motor vehicles and chassis, from the 
plantsite of Ford Motor Co., at or near 
Lorain, Ohio, to points in Michigan, In¬ 
diana. Illinois. Kentucky, Pennsylvania, 
West Virginia, New York. Wisconsin, 
Maryland. Missouri. Iowa and New Jer¬ 
sey, for 180 days. Applicant has also filed 
on underlying ETA seeking up to 90 days 
of operating authority. Supporting ship¬ 
per: Ford Motor Company. P.O. Box 
1529B. Rotunda Drive at Southfield, 
Dearborn. Mich. 48121. Send protests to: 
J. H. Gray. District Supervisor. Bureau 
of Operations, Interstate Commerce 
Commission. 343 W. Wayne St., Suite 
113. Fort Wayne. Ind. 46802. 

No. MC 107515 <Sub-No. 1058TA). filed 
March 4. 1977. Applicant: REFRIGER¬ 
ATED TRANSPORT CO.. INC., P.O. Box 
308. 3901 Jonesboro Road. S.E.. Forest 
Park. Ga. 30326. Applicant's representa¬ 
tive: Alan E. Serby. 3379 Peachtree Road. 
N W.. 8uite 375, Atlanta. Ga. 30326. Au¬ 
thority sought to operate as a common 
carrier. by motor vehicle, over Irregular 
routes, transporting: Meats, meat prod¬ 
ucts and meat by-products (except hides 
and commodities in bulk), in vehicles 
equipped with mechanical refrigeration, 
from the plantsite and storage facilities 
of Elm Hill Meats. Inc., at or near Lcx- 
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mgton, Ky., to points in Illinois, Indiana. 
Ohio, Michigan. Wisconsin. Pennsyl¬ 
vania. Massachusetts, and Norfolk, Va, 
and points in its commercial zone, and 
Gulfport, Miss., for 180 days. Applicant 
has also filed an underlying ETA seek¬ 
ing up to 90 days of operating authority. 
Supporting shipper : Elm Hill Meats, Inc., 
Box 498, Lexington. Ky. 40501. Send pro¬ 
tests to: Sera K. Davis. Transportation 
Assistant, Bureau of Operations, Inter¬ 
state Commerce Commission. 1252 W. 
Peachtree St., N.W.. Room 546. Atlanta. 
Qa. 30309. 

No. MC 107515 <Sub-No. 1059TA), filed 
March 4. 1977. Applicant: REFRIGER¬ 
ATED TRANSPORT CO., INC.. 3901 
Jonesboro Road. P.O. Box 308. Forest 
Park, Oa. 30050. Applicant’s representa¬ 
tive: Alan E. 8erby, Suite 375. 3379 
Peachtree Road. N.E.. Atlanta. Ga. 30326. 
Authority sought to operate as a common 
carrier. by motor vehicle, over Irregular 
routes, transporting: Food and food- 
stuff*. In vehicles equipped with me¬ 
chanical refrigeration (except commod¬ 
ities in bulk. In tank vehicles), from the 
plant and warehouse facilities of Kraft, 
Inc., at Champaign, m., to points in Con¬ 
necticut, Delaware. Maine, Maryland. 
Mosaachusetts. New Hampshire, New 
Jersey, New York, Pennsylvania, Rhode 
Island. Vermont, Virginia and the Dis¬ 
trict of Columbia, restricted to traffic 
orgtnatlng at the above-named origin 
and destined to the above-named desti¬ 
nation points, for 180 days. Applicant 
has also filed an underlying ETA seeking 
up to 90 days of operating authority. 
Supporting shipper: Kraft, Inc., 500 
Peshtigo Court, Chicago. IU. 60609. Send 
protests to: Sara K. Davis, Transporta¬ 
tion Assistant, Bureau of Operations. 
Interstate Commerce Commission. 1252 
W. Peachtree 8t.. N.W.. Room 546. At¬ 
lanta, Ga. 30309. 

No. MC 108297 (Sub-No. 26TA>. filed 
March 3. 1977. Applicant: FOX TRANS¬ 
PORT SYSTEM. 21 S. Fifth St., Phila¬ 
delphia. Pa. 19106. Applicant's repre¬ 
sentative: James Fox (same address os 
applicant). Authority sought to operate 
as a common carrier . by motor vehicle, 
over irregular routes, transporting: Cable 
scrap . lead covered copper and reels. 
cable, electric on vehicles with specialized 
equipment for loading or unloading, be¬ 
tween points in Berks. Cumberland, 
Dauphin. Perry. Lancaster, Lebanon and 
York Counties. Pa., on the one hand, and, 
on the other, Kearny, N.J.. and Totten- 
viUe, N.Y., for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup¬ 
porting shipper: American Telephone 
and Tclegrajtfi Company, 5554 Port 
Royal Road, Springfield. Va. 22151. Send 
protests to:* Monica A. Blodgett, Trans¬ 
portation Assistant, Interstate Commerce 
Commission. 600 Arch St, Room 3238, 
Philadelphia, Pa. 19106. 

No. MC 114015 (Sub-No. 21TA*. filed 
February 28. 1977. Applicant: RUSS. 
INCORPORATED. Highway 47 West, 
P.O. Box 666. Chase City. Va. 23924. Ap¬ 
plicant's representative: Morton E. Kiel, 
Suite 6193, 5 World Trade Center. New 


York, N.Y. 10048. Authority sought to 
operate as a contract carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Adhesives. paint and paint prod¬ 
ucts. building materials, gypsum and 
gypsum products and lime (except In 
bulk). from United States Gypsum Com¬ 
pany, Norfolk. Va.. to points in Pennsyl¬ 
vania and Ohio, under a continuing con¬ 
tract with United States Gypsum Com¬ 
pany. 53 Perimeter Center East, Atlanta, 
Ga. Send protesta to: Paul D. Collins, 
District Supervisor. Bureau of Opera - 
Uons. Room 10-502, Federal Bldg., 400 N. 
8th St.. Richmond. Va. 23240. 

No. MC 114290 (Sub-No. 83TA>. filed 
February 28. 1977. Applicant: EXLEY 
EXPRESS. INC.. 2610 S.E. 8th Ave., 
Portland, Oreg. 97202. Applicant's repre¬ 
sentative: James T. Johnson, 1610 IBM 
Bldg.. Seattle, Wash. 98101. Authority 
sought to operate as a common carrier. 
by motor vehicle, over irregular routes, 
transporting: Pet food, from San Diego. 
Calif., to Seattle. Tacoma and Auburn. 
Wash., and Portland, Oreg.. for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting shipper: Van 
Camp Sea Food Company, a Division of 
Ralston Purina Company. 11555 8oronto 
Valley Road. San Diego. Calif. 92121. 
Send protests to: R. V. Dubay, District 
Supervisor, Bureau of Operations, Inter¬ 
state Commerce Commission. 114 Pioneer 
Courthouse, Portland. Oreg. 97204. 

No. MC 114457 (Sub-No. 294TA). filed 
March 3. 1977. Applicant: DART TRAN¬ 
SIT. 2102 University Ave.. 8t. Paul, Minn. 
55114. Applicant's representative: James 
H. Wills (same address a s applicant). 
Authority sought to operate as a common 
carrier. by motor vehicle, over irregular 
routes, transporting: Glass containers , 
from Roeemount. Minn., to Milwaukee, 
Wis.. for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support¬ 
ing shipper: Brockway Glass Company. 
13500 8. Robert 8t., Rosemount, Minn. 
55063. Send protests to: Marion L. 
Cheney. Transportation Assistant, Inter¬ 
state Commerce Commission. Bureau of 
Operations. 414 Federal Bldg., and UJ8. 
Courthouse, 110 S. 4th St.. Minneapolis. 
Minn. 55401. 

No. MC 115092 (Sub-No. 58TA), filed 
March 3. 1977. Applicant: TOMAHAWK 
TRUCKTNO. INC., P.O. Box O. Vernal. 
Utah 84078. Applicant's representative: 
Walter Kobos. 1010 Kehoe Drive, 8t. 
Charles. Ill 60174. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Lumber , lumber mill products, lum¬ 
ber products and wood products (except 
commodities in bulk), from points in 
Oregon. Washington and Idaho, to points 
in Colorado, Utah and Nevada, for 180 
days. Supporting shipper: Oeorgla- 
Paclftc Corporation. 900 8W. 5th, Port¬ 
land, Oreg. 97204. Send protests to: Lyle 
D. Heifer. District Supervisor. Interstate 
Commerce Commission, Bureau of Oper¬ 
ations. 5301 Federal Bldg.. 125 8. State 
St., Sait Lake City. Utah 84138. 


No. MC 115730 (Sub-No. 30TA), filed 
March 3. 1977. Applicant: THE MIC- 
KOW CORP. P.O. BOX 1774, 531 S.W. 
6th 8t.. Des Moines, Iowa 50306. Appli¬ 
cant's representative: Cecil L. Goettsch. 
1100 Des Moines Bldg.. Des Moines, Iowa 
50309. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Iron and 
steel articles, from points in the Chicago, 
III., commercial zone, to Norfolk, Nebr.. 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days of 
operating authority. Supporting ship¬ 
per: Norfolk Iron and Metal Co., 300 
Braasch Ave., Norfolk, Nebr. 68701. Send 
protests to: Herbert W. Allen, District 
Supervisor, Bureau of Operations. Inter¬ 
state Commerce Commission, 518 Fed¬ 
eral Bldg., Des Moines. Iowa 50309. 

No MC 116300 (Sub-No. 28TA>, filed 
March 3. 1977. Applicant: NANCE AND 
COLLUMS. INC., P.O. Drawer J. Fern- 
wood. Miss. 39635. Applicant's represent¬ 
ative: Harold D. Miller, Jr.. P.O. Box 
22567. Jackson. Miss. 39205. Authority 
sought to operate as a common carrier. 
by motor vehicle, over irregular routes, 
transporting: Fertilizer, in bulk, from 
McComb. Miss., to points in Louisiana 
and Alabama, for 180 days. Applicant 
has also filed an underlying ETA seek¬ 
ing up to 90 days of operating authority. 
Supporting shipper: Mississippi Chem¬ 
ical Corporation. P.O. Box 388. Yazoo 
City, Miss. 39194. Send protests to: Alan 
C. Tarrant. District Supervisor. Inter¬ 
state Commerce Commission, Room 212, 
145 E. Amite Bldg . Jackson. Miss. 39201. 

No. MC 116763 (Sub-No. 369TA), filed 
March 3. 1977. Applicant: CARL SUB- 
LER TRUCKING. INC., N. West 8t.. 
Versailles, Ohio 45380. Applicant's repre¬ 
sentative: H. M. Richters (same address 
as applicant). Authority sought to oper¬ 
ate as a common carrier, by motor ve¬ 
hicle. over irregular routes, transport¬ 
ing: Food and foodstuffs, in vehicles 
equipped with mechanical refrigeration 
(except commodities in bulk, in tank ve¬ 
hicles) . from the facilities of Kraft, Inc , 
at Champaign, HI., to points in Connect¬ 
icut. Delaware. Massachusetts. New 
Hampshire, New Jersey, Rhode Island. 
Maine. Virginia, Vermont, the District of 
Columbia, and points east of Highway 81 
in Pennsylvania, New York and Mary¬ 
land. restricted to the transportation of 
traffic originating at the named origin 
and destined to points in the named des¬ 
tination states, for 180 days. Applicant 
has also filed an underlying ETA seeking 
up to 90 days of operating authority 
Supporting shipper: Kraft, Inc.. 500 
Peshtigo Court, Chicago. Ill. 60609. Send 
protests to: Paul J. Lowry. District Su¬ 
pervisor. Bureau of Operations. Inter¬ 
state Commerce Commission, 5514-B 
Federal Bldg.. 550 Main St.. Cincinnati. 
Ohio 45202. 

No. MC 117940 (Sub-No. 211TA), filed 
February 28. 1977. Applicant: NATION¬ 
WIDE CARRIERS. INC., P.O. Box 104, 
Maple Plain. Minn. 55359. Applicant's 
representative: Allan L. Timmerman 
(same address as applicant). Authority 
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sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Cl) Salt and salt prod¬ 
ucts; and (2) Materials and supplies 
used in agricultural, water treatment, 
food processing, wholesale grocery, and 
institutional supply industries, in mixed 
shipments with salt and salt products 
(except in bulk), from the plantsite of 
Diamond Crystal Salt Co., at St. Clair. 
Mich., to points in Connecticut. Dela¬ 
ware, Maryland, Massachusetts, New 
York (except points in the New York 
City Commercial Zone and Long Island), 
Pennsylvania, Rhode Island and the Dis¬ 
trict of Columbia, for 180 days. Support¬ 
ing shipper: Diamond Crystal Salt Com¬ 
pany, 916 8. Riverside Ave., St. Clair. 
Mich. 48079. Send protests to: Marion L. 
Cheney. Transportation Assistant, Inter¬ 
state Commerce Commission, Bureau of 
Operations, 414 Federal Bldg., and US. 
Courthouse, 110 8. 4th 8t.. Minneapolis, 
Minn. 55401. 

No. MC 117940 (Sub-No. 212TA), Wed 
February 28. 1977. Applicant: NATION¬ 
WIDE CARRIERS, me.. P.O. Box 104, 
Maple Plain, Minn. 55359. Applicant's 
representative: Allan L. Timmerman 
(same address as applicant). Authority 
sought to operate os a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Food and foodstuffs (ex¬ 
cept in bulk and tank vehicles), in 
vehicles equipped with mechanical re¬ 
frigeration. from the plantsite and ware¬ 
house facilities of Kraft, Inc., at Cham¬ 
paign, Ill., to points in Connecticut. 
Delaware, Maine. Massachusetts. New 
Hampshire. New Jersey. Rhode Island. 
Vermont, Virginia, the District of Co¬ 
lumbia. and points east of Interstate 
Highway 81 In Maryland. New York, and 
Pennsylvania (except Allentown, Pa.), 
restricted to traffic originating at above 
named origins and destined to the above 
named destinations, for 180 days. Ap¬ 
plicant has alao filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Kraft, me.. 
500 Peshtlgo Court, Chicago. Ill 60690. 
Send protests to: Marlon L. Cheney. 
Transportation Assistant. Interstate 
Commerce Commission. Bureau of Op¬ 
erations, 414 Federal Bldg., & U.8. Court¬ 
house, 110 S. 4th St., Minneapolis, Minn. 
55401. 

No. MC 119668 (Sub-No. 8TA), filed 
March 4, 1977. Applicant: FORREST 
RATLIFF AND AUBURN RATLIFF, do¬ 
ing business as RATLIFF TRUCKING 
SERVICE, P.O. Box 267, Oakwood. Va. 
24631. Applicant's representative: Ed¬ 
ward G. Villalon, Suite 1032 Pennsyl¬ 
vania Bldg.. Pennsylvania Ave. and 13th 
St.. N W„ Washington. D.C. 20004. Au¬ 
thority sought to operate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting: Iron and steel ar¬ 
ticles. from points In Ohio. Pennsylvania. 
New York. Maryland. Tennessee, Ala¬ 
bama. Kentucky. Illinois. Indiana and 
West Virginia, to the facilities of Cardi¬ 
nal Metals, me., at or near Richlands, 
Va., for 180 days. Supporting shipper: 
Cardinal Metals, Inc., P.O. Box 550, 
Richlands. Va. 24641. Send protests to: 


Danny R. Beeler. District Supervisor, 
Bureau of Operations, Interstate Com¬ 
merce Commission. P.O. Box 210, Roa¬ 
noke. Va. 24011. 

No. MC 119789 (Sub-No. 328TA). filed 
March 2. 1977. Applicant: CARAVAN 
REFRIGERATED CARGO. INC.. P.O. 
Box 6188, Dallas, Tex. 75222. Applicant’s 
representative: Ralph W. Pulley. Jr., 
4555 First National Bank Bldg.. Dallas. 
Tex. 75202, Authority sought to operate 
os a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Meats and meat products, from Dallas 
and Fort Worth, Tex., to Williamsburg, 
and Norfolk. Va.: Columbia and Charles¬ 
ton. S.C.: Watertown, Mass.; Landover, 
Md.; and Bayonne, N.J. Restriction: Re¬ 
stricted to traffic originating at the 
plantsite, warehouse and storage facili¬ 
ties utilized by Supreme Beef Processors, 
me., and 8uprome Beef Company, for 
180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days of 
operating authority. Supporting ship¬ 
per: Supreme Beef Processors, Inc., 5219 
Second Ave., P.O. Box 5998, Dallas. Tex. 
75222. Send protests to: Opal M. Jones, 
Transportation Assistant. Interstate 
Commerce Commission. 1100 Commerce 
St,. Room 13C12, Dallas. Tex. 75242. 

No. MC 124692 (Sub-No. 174TA), filed 
March 4. 1977. Applicant: SAMMONS 
TRUCKING. P.O. Box 4347 Missoula. 
Mont. 59801. Applicant's representative: 
James B. Hovland, 414 Gate City Bldg., 
P.O. Box 1367. Fargo. N. Dak. 58102. Au¬ 
thority sought to operate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting: Pre-cut and wood 
buildings, knocked down,- and materials 
and supplies used in the construction. In¬ 
stallation and erection thereof, from the 
plantsite of Real Log Homes, me., lo¬ 
cated in Missoula County. Mont, to 
points In the United States in and west 
of Texas, Oklahoma. Missouri, Illinois, 
Indiana and Michigan (except Alaska 
and Hawaii), for 180 days. Supporting 
shipper: John D. Currens, General 
Manager, Real Log Homes, Inc., P.O. 
Box 1520, Missoula, Mont. 59807. Send 
protests to: Paul J. Labane, District Su¬ 
pervisor, Interstate Commerce Commis¬ 
sion, 2602 First Ave., North, Billings, 
Mont. 59101. 

No. MC 124813 (Sub-No. 168TA>, filed 
February 28. 1977. Applicant: UMTHUN 
TRUCKING CO., 910 S. Jackson St., 
P.O. Box 166, Eagle Grove. Iowa 50533. 
Applicant's representative: William L. 
Fair bank, 1980 Financial Center, Des 
Moines. Iowa 50309. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Lime and limestone products, in 
bulk, from the facilities of Lin wood 
Stone Products Company, me., at or 
near Davenport. Iowa, to Green Bay. 
Wis.. for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support¬ 
ing shipper: Lin wood Stone Products 
Company, me., R.R. #2. Davenport. 
Iowa 52804. Send protests to: Herbert 
W. Allen. District Supervisor. Bureau of 
Operations, Interstate Commerce Com¬ 


mission, 518 Federal Bldg.. Des Moines, 
Iowa 50309. 

No. MC 129068 (Sub-No. 39TA). filed 
March 3. 1977. Applicant: GRIFFIN 
TRANSPORTATION, INC.. 3002 S. 
Douglas Blvd.. Oklahoma City. Okla. 
73150. Applicant’s representative: Jack 
L. Griffin (same address as applicant). 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over ir¬ 
regular routes, transporting: Trailers , 
designed to be drawn by passenger auto¬ 
mobiles. in initial movement (except 
recreational vehicles), and buildings 
complete or in sections mounted on 
wheeled undercarriages (except modular 
and prefabricated buildings), from 
Cooke County, Tex., to points in Arizona. 
Arkansas, Louisiana. New Mexico and 
Oklahoma, for 180 days. Applicant has 
also filed an underlying ETA seeking 
up to 90 days of operating authority. 
Supporting shipper: Chief Industries, 
me.. P.O. Box 509. Gainesville. Tex. 
76240. Send protests to: Joe Green, Dis¬ 
trict Supervisor, Room 240 Old Post Of¬ 
fice Bldg. 215 N.W. Third St.. Oklahoma 
City, Okla. 73102. 

No. MC 133097 (Sub-No. 18TA), filed 
March 3. 1977. Applicant: SYSTEM 
REEFER SERVICE. INC.. 4614 Lincoln 
Ave.. Cypress. Calif. 90630. Applicant's 
representative: Charles E. Creager. 1329 
Pennsylvania Ave., Hagerstown. Md. 
21740. Authority sought to operate as a 
contract carrier, by motor vehicle, over 
Irregular routes, transporting: Such 
commodities as are dealt in by a manu¬ 
facturer of power tools, materials, sup¬ 
plies and equipment used in the conduct 
of such business, between points in the 
International Boundary between Canada 
and the United States in Michigan and 
New York: Hampstead and Easton, 
Md.; Tar boro and Fayetteville, N.C.: 
and Lancaster, Pa., on the one hand, 
and. on the other, points In Washing¬ 
ton. Oregon, Montana, Utah. Idaho, 
California. Arizona. New Mexico. Ne¬ 
vada and Colorado, under a continuing 
contract with The Black & Decker 
Manufacturing Co., for 180 days, Sup¬ 
porting shipper: The Black & Decker 
Manufacturing Co.. 701 E. Joppa Road. 
Towson. Md. 21204. Send protests to: 
Mary A. Francy. Transportation Assist¬ 
ant, Interstate Commerce Commission, 
Bureau of Operations, Room 1321 Fed¬ 
eral Bldg.. 300 N. Los Angeles St.. Los 
Angeles. Calif. 90012. 

No. MC 135874 (Sub-No. 73TA). filed 
March 3. 1977. Applicant: LTL PERISH¬ 
ABLES. INC.. 550 W. 5th St.. South. S. 
St. Paul. Minn. 55075. Applicant's rep¬ 
resentative: Samuel Rubcnstcln. 301 N. 
5th St.. Minneapolis. Minn. 55403. Au¬ 
thority sought to operate ns a common 
carrier. by motor vehicle, over Irregular 
routes, transporting: Canned goods . 
from Arlington and Ortonville, Minn., 
and Bloomer. Wis., to points in the 
United States (except Alaska and 
Hawaii), for 180 days. Supporting 
shipper: Big Stone Incorporated. P.O. 
Box 86. Choska, Minn. 55318. Send pro¬ 
tests to: Marion L. Cheney, Transporta¬ 
tion Assistant, Interstate Commerce 
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Commission. Bureau of Operations. 414 
Federal Bldg., L UJS. Courthouse, 110 8. 
4th St.. Minneapolis, Minn. 55401. 

No. MC 138875 (Sub-No. 49TA), filed 
March 3, 1977. Applicant: SHOEMAKER 
TRUCKING CO., 11900 Franklin Road. 
Boise, Idaho 83705. Applicant’s represent¬ 
ative: F. L. Sighoh (same address as ap¬ 
plicant*. Authority sought to operate as 
a common carrier, by motor vehicle, over 
irregular routes, transporting: Steel 
buildings and component parts, from the 
plants!te of American Buildings Co., at 
or near Atlantic. Iowa, to points in Idaho. 
Montana, Nevada. Oregon. Utah. Wash¬ 
ington. Wyoming and those points In 
Idaho, North Dakota and Montana on the 
International Boundary between the 
United Slates and Canada, for 180 days. 
Supporting Shipper: Ronald Van Auger 
Construction Co, Inc.. 3405 Arthur St.. 
Caldwell. Idaho 83605. Send protests to: 
Barney L. Hardin, District Supervisor. 
Interstate Commerce Commission. 550 
W. Fort St., P.O. Box 07, Boise. Idaho 
8372'*. 

No. MC 139495 (8ub-No. 206TA), filed 
March 4, 1977. Applicant: NATIONAL 
CARRIERS. INC., P.O. Box 1358, 1501 E. 
8th St.. Liberal. Kans. 67901. Applicant’s 
representative: Hebert Alan Dubin, 1819 
H St.. N.W., Suite 1030, Washington. 
D.C. 20006^ Authority sought to operate 
as a common carrier, by motor vehicle, 
over Irregular routes, transporting: Food 
and foodstuffs, in vehicles equipped with 
mechanical refrigeration < except com¬ 
modities in bulk, in tank vehicles), from 
the plant and warehouse facilities of 
Kraft, Inc., at Champaign. Cl., to points 
in Connecticut. Delaware. Maine. Mary¬ 
land. Masschusctts, New Hampshire, 
New Jersey, New York, Pennsylvania. 
Rhode Island, Vermont. Virginia and the 
District of Columbia. Restriction: Re¬ 
stricted to traffic originating at the 
abore-named origin and destined to the 
above-named destination points, for 180 
days. Applicant has also filed an under¬ 
lying ETA seeking up to 90 days of op¬ 
erating authority. Supporting shipper: 
Kraft, Inc,. 500 Pcshtigo Court, Chicago. 
Hi. 60690. Send protests to: M. E. Taylor, 
District Supervisor, Interstate Com¬ 
merce Commission, Suite 101 Litwin 
Bldg., 110 N. Market, Wichita. Kans. 
67202 

No. MC 140003 < Sub-No. 7TA>, filed 
March 3, 1977. Applicant : BALL MOTOR 
LINE OF APOPKA. INC., P.O. Drawer 
AL, Apopka. Fla. 32703. Applicant’s rep¬ 
resentative: Theodore Polydoroff. 1250 
Connecticut Ave., N.W., Washington. 
D.C. 20036. Authority sought to operate 
as a contract carrier. by motor vehicle, 
over irregular routes, transporting: Elec¬ 
tronic equipment and components, from 
Jackson, Mich., to Browns town. Ind . and 
Do Leon Springs, Fla., under a continu¬ 
ing contract with Sparton Indiana, Inc., 
for 160 days. Applicant has also filed an 
underlying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
Sparton Indiana. Inc., 301 E. Bridge St.. 
Browns town, Ind. 47220. Send protests 
to: O R Fauss. Jr., District Supervisor. 


Bureau of Operations. Interstate Com¬ 
merce Commission, Box 35008, 400 W. 
Bay St.. Jacksonville. Fla. 32202. 

No. MC 140829 (Sub-No. 41TA>. filed 
February 28. 1977. Applicant: CARGO 
CONTRACT CARRIER CORP , P.O Box 
206, VS. Highway 20. Sioux City, Iowa 
51102. Applicant's representative: Wil¬ 
liam J. Hanlon. 55 Madison Ave.. Morris¬ 
town. N.J. 07960. Authority sought to op¬ 
erate os a common carrier, by motor ve¬ 
hicle. over Irregular routes, transporting: 
Foodstuffs and bone chews, from the 
plant&ttes and storage facilities of 8anna 
Division of Beatrice Foods Co., at 
Menominee. Vesper, Cameron, Wisconsin 
Rapids and Eau Claire. Wis.. to points in 
Maine, Vermont. New Hampshire. Rhode 
Island. 'Massachusetts. Connecticut. New 
York, Pennsylvania. New Jersey. Mary¬ 
land and Virginia. Restriction: The op¬ 
erations authorized above are restricted 
to the transportation of traffic originat¬ 
ing at the named origins and destined to 
points in the above named destination 
states, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support¬ 
ing shipper: James P. Zcnzinger. Trans¬ 
portation Manager, Sauna Division. Bea¬ 
trice Foods Co.. 2801 W. Beltlinc Hwy., 
P.O. Box 8046. Madison, Wis. 53708. Send 
protests to: Carroll Russell. District Su¬ 
pervisor. Interstate Commerce Commis¬ 
sion. Suite 620, 110 N. 14th St., Omaha. 
Nebr. 68102. 

No. MC 141197 (Sub-No. 14TA). filed 
March 3. 1977. Applicant: FLEMING- 
BABCOCK. INC.. 4106 Mattox Rood. 
Riverside. Mo. 64150. Applicant's repre¬ 
sentative: Tom B. Kretslnger. 101 W. 
11th St.. Kansas City, Mo. 64105. Author¬ 
ity sought to operate as a common car¬ 
rier. by motor vehicle, over irregular 
routes, transporting: Dry fertilizer and 
fertilizer compounds, potash. urea, di- 
ammonium phosphate, triple phosphate, 
ammonium nitrate, phosphate blends, 
nitrates and nitrogen, from Kansas City. 
Mo., to points In Iowa, Kansas. Missouri, 
Nebraska and Oklahoma, restricted to 
traffic moving In dump type vehicles, for 
180 days. Supporting shippers: (1* Mis¬ 
souri Fanners Association. Inc.. 201 S. 
7th St., Columbia. Mo. 65201. <2) Mid 
West Terminal Warehouse Co.. P.O. Box 
11. Kansas City. Mo. and (3* Transnitro, 
Inc.. 1211 N. Wcstshore Blvd.. Tampa, 
Fla. 33607. Send protests to: Vernon V. 
Coble, District Supervisor. Interstate 
Commerce Commission, 600 Federal 
Bldg.. 911 Walnut 8L, Kansas City. Mo. 
64106. 

No. MC 141921 <8ub-No. 4TA), filed 
March 2, 1977. Applicant: SAV-ON 

TRANSPORTATION. INC., 143 Frontage 
Road. Manchester. N.H. 03101. Appli¬ 
cant's representative: Daniel McCoy 
(same address as applicant). Authority 
sought to operate as a common carrier. 
by motor vehicle, over irregular routes, 
transporting: Meat, meat products, and 
meat by-products and articles distrib¬ 
uted by meat packinghouses, as described 
In Sections A and C of Appendix I to 
the report in Descriptions In Motor Car¬ 
rier Certificates. 61 M.C.C. 209 and 768 


(except hides, skins, and commodities in 
bulk), from the plantslte or warehouse 
facilities of the Sterling Colorado Beef 
Company, at or near Sterling. Colo., to 
points in Michigan. Wisconsin. Illinois, 
Kentucky. Ohio. New York. Pennsyl¬ 
vania, Massachusetts, Connecticut. 
Rhode Lsland. New Jersey. Maryland. 
Delaware and the District of Columbia, 
for 180 days. Supporting shipper: Sterl¬ 
ing Colorado Beef Company. P.O. Box 
1728. Sterling. Colo. 80751. Send pro¬ 
tests to: Ross J. Seymour, District Super¬ 
visor. Bureau of Operations. Interstate 
Commerce Commission, 425 Federal 
Bldg.. 55 Pleasant St. Concord. NH. 
03301. 

No. MC 142057 «8ub-No. 3TA), filed 
March 3. 1977. Applicant: WALKER 
EXPRE8S. 4354 Twain Ave., Suite C. 
San Diego. Calif. 92120. Applicant’s rep¬ 
resentative: William R. Daly, 8135 Bln- 
ney Place. La Mesa. Calif. 92041. Author¬ 
ity sought to operate as a common car¬ 
rier. by motor vehicle, over irregular 
routes, transporting: Aerospace missiles 
nr rockets . between San Diego and Point 
Mugu. Calif., and Michael AAF. Utah, 
for 180 days. Applicant has also filed 
an underlying ETA seeking up to 90 days 
of operating authority. Supporting ship¬ 
per: General Dynamics Corp/Convalr 
Division. 3302 Pacific Highway, San 
Diego, Calif. 92138. Send protests to: 
Mary A. Francy. Transportation Assist¬ 
ant. Interstate Commerce Commission. 
Bureau of Operations, Room 1321 Fed¬ 
eral Bldg., 300 N. Loct Angeles St. Los 
Angeles, Calif. 90012. 

No. MC 142059 (Sub-No. 6TA). filed 
March 3. 1977 Applicant: CARDINAL 
TRANSPORT. INC.. 1830 Mound Road. 
P.O. Box 911. Joliet, m. 60436. Appli¬ 
cant’s representative: Jack Riley (same 
address as applicant). Authority sought 
to operate as a common carrier, by motor 
vehicle, over Irregular routes, transport¬ 
ing: Food and foodstuffs, in vehicles 
equipped with mechanical refrigeration 
(except commodities in bulk, in tank ve¬ 
hicles). from the plant and warehouse 
facilities of Kraft. Inc., at Champaign. 
HI., to points in Connecticut, Delaware. 
Maine, Maryland. Massachusetts. New 
Hampshire, New’ Jersey. New York. Penn¬ 
sylvania. Rhode Island. Vermont, Vir¬ 
ginia and the District of Columbia, for 
180 days. Supporting shipper: Kraft. Inc., 
A. P. Stcfanlsln. Transportation Analyst. 
500 Peshtlgo Court. Chicago. III. 60609 
Send protests to: Patricia A. Roscoo, 
Transportation Assistant. Interstate 
Commerce Commission. Everett McKin¬ 
ley Dirkxen Bldg.. 219 8. Dearborn St.. 
Room 1386. Chicago. Ill. 6060*1. 

No. MC 142937 (Sub-No. 1TA), filed 
March 3, 1977. Applicant: DARREL A. 
CARLSON, doing business as CARLSON 
TRUCKING. Route No. 1, Parkers 
Prairie, Minn. 56361. Applicant's repre¬ 
sentative: James B. Hoviand, 414 Gate 
City Bldg., Fargo. N. Dak. 58102. Author¬ 
ity sought to operate as a contract car¬ 
rier. by motor vehicle, over irregular 
routes, transporting: Sprinkling and ir¬ 
rigation systems, and parts and attach¬ 
ments for sprinkling and irrigation sys- 
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terns. from Scotte Bluff County. Nebr.. 
to points In Minnesota on and south of 
UB. Highway 2 and on and north of 
a line beginning at the South Dakota- 
Minnesota border along State Highway 
28 to its intersection with Interstate 94, 
thence along Interstate 94 to its Inter¬ 
section with 8tate Highway 23. thence 
along State Highway 23 to the Minne¬ 
sota -Wisconsin border, under a continu¬ 
ing contract with Mid-Minnesota Irriga¬ 
tion Supply, for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup¬ 
porting shipper: Mid-Minnesota Irriga¬ 
tion Supply. Route 2. Box 12A. Wadena, 
Minn. 56482. Send protests to: Ronald R. 

No. MC 142962TA. filed February 28. 
1977. Applicant: CARL J. WITKTWSKI 
k SONS. INC., 39 Lakeshore Drive, North 
Fond du Lac. Wis. 54935. Applicant's rep¬ 
resentative: Nancy J. Johnson. 4506 
Regent 8t.. Suite 100, Madison. Wis. 
53705. Authority sought to operate as 
a contract carrier, by motor vehicle, over 
irregular routes, transporting; Bones. 
fat . offal and hides. In shipper-owned 
trailers, from Fond du Lac. and Madison. 
Wis., to Chicago. Ill., under a continuing 
contract with Darling and Company, for 
180 days. Applicant has also hied an un¬ 
derlying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
Darling and Company. 4650 S. Racine 
Ave., Chicago, Ill. Send protests to: Oail 
Daugherty. Transportation Assistant, 
Interstate Commerce Commission. Bu¬ 
reau of Operations. U.S. Federal Bldg., 
and Courthouse. 517 E. Wisconsin Ave., 
Room 619. Milwaukee. Wis. 53202. 

No. MC 142963 <Sub-No. 1TA>, filed 
March 4. 1977. Applicant: IRON k 
METAL TRUCKING. INC.. 7620 Winding 
Way, BrecksvUlc. Ohio 44141. Applicant's 
representative: Paul F. Berry. 275 E. 
State St.. Columbus. Ohio 43215. Author¬ 
ity sought to operate os a contract car - 
rier , by motor vehicle, over irregular 
routes, transporting: Flue dust , in bulk, 
in dump trucks, from Cleveland. Ohio, 
to Saxonburg. Pa., under a continuing 
contract with Mid-Continent Coal k Coke 
Co., for 180 days. Applicant has also filed 
an underlying ETA seeking up to 90 days 
of operating authority. Supporting ship¬ 
per: Mid-Continent Coal k Coke Co.. 
20600 Chagrin. Cleveland. Ohio. Send 
protests to: James Johnson. District Su¬ 
pervisor. Interstate Commerce Commis¬ 
sion. Bureau of Operations, 181 Federal 
Office Bldg.. 1240 E. 9th St.. Cleveland. 
Ohio 44199. 

No. MC 142969 (Sub-No. 1TA>. filed 
February 28.1977. Applicant: WESTERN 
DISTRIBUTING TRANSPORTATION 
OORP.. 1800 Bassett—Unit A. P.O. Box 
5542, Denver. Colo. 80217. Applicant's 
representative: David R. Parker. 2310 
Colorado State Bank Bldg.. 1600 Broad¬ 
way, Denver, Colo. 80202. Authority 
sought to operate as a contract carrier, 
by motor vehicle, over Irregular routes, 
transporting: Alcoholic beverages and 
related mixes, from points in California: 
Jacksonville, Fla,: Chicago, Pekin, Peoria, 
and Plainfield, Ill.: Bardstown. Clermont 


and Frankfort. Ky.; New Orleans. La.; 
Detroit, Mich.; St. Louis and Weston. 
Mo.; Caristadt. Carteret and Moonachie. 
N.J.; New York City and Scarsdale, N.Y.; 
Cincinnati and Silverton. Ohio; Galves¬ 
ton and Houston, Tex.; to Denver and 
Glen wood Springs, Colo. Restrictions: 
(1) against the transportation of com¬ 
modities In bulk; (2) to traffic destined 
to the facilities of Western Distributing 
Co., and (3) to transportation under a 
continuing contract with Western Dis¬ 
tributing Co., for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup¬ 
porting shipper: Western Distributing 
Co.. 1800 Bassett, Unit A. Denver. Colo. 
80217. Send protests to: Roger L. 
Buchanan. District Supervisor. Interstate 
Commerce Commission. 721 19th St., 492 
U.S. Customs House. Denver. Colo. 80202. 

No. MC 142972TA. filed February 28. 
1977. Applicant: LAWRENCE A. BRINK 
AND ROOER H. NELSEN. doing busi¬ 
ness as, BRINK S TOWING COMPANY. 
5281 E. 52nd Ave.. Commerce City, Colo. 
80022. Applicant’s representative: Law¬ 
rence A. Brink (same address as appli¬ 
cant) . Authority sought to operate as a 
common carrier . by motor vehicle, over 
irregular routes, transporting: Wrecked 
and disabled motor vehicles and opera¬ 
tive motor vehicle replacement units 
(except trailers designed to be drawn by 
passenger automobiles), in truckaway 
service, between Denver. Colo., and its 
commercial zone, on the one hand, and, 
on the other, points in Wyoming, Nebr¬ 
aska. Kansas, Oklahoma. Texas. New 
Mexico. Ari7x>na. Utah. Iowa, Missouri 
and Arkansas, for 180 days. Supporting 
shippers: Ashton Trucking Co.. 4365 
Hwy. 224. Commerce City. Colo. 80022. 
Consolidated Frelghtways. 5300 E. 56th 
Ave., Commerce City, Colo. 80022. Pacific 
Intermountaln Express Co., 3223 E. 46th 
Ave., Denver. Colo. 80216. Send protests 
to: Herbert C. RuofT. District Supervisor, 
721 19th St., 492 U8. Customs House, 
Denver, Colo. 80202. 

No. MC 142973TA. filed February 28. 
1977. Applicant: PEARL AND JACQUES 
ROBERT ENRO. 397 Carre Jean Bre- 
beuf. Saint Jean, Quebec, Canada. Ap¬ 
plicant's representative: S. Arnold 
Smith, Scraftsbury, Vt. 08526. Authority 
sought to operate as a contract carrier , 
by motor vehicle, over irregular routes, 
transporting; Laboratory animals and 
accessories for them, between ports of 
entry on the International Boundary line 
between the United States and Canada 
at or near Highgate Springs, Vermont 
and Champlain. N.Y.. on the one hand, 
and. on the other. WUlington. Mass., re¬ 
stricted to traffic originating at or 
destined to St. Constant. Quebec. 
Canada, under a continuing contract 
with Canadian Breeding Farm it Labora¬ 
tories". Inc., for 180 days. Supporting 
shipper: Canadian Breeding Farm it 
Laboratories, Inc.. 188 LaSalle, St. Con¬ 
stant. Quebec. Canada. Send protests 
to: David A. Demers. District Supervisor. 
Interstate Commerce Commission. P.O. 
Box 548, 87 State St, Montpelier, Vt. 
05602. 


No. MC 142990TA. filed March 2. 1977. 
Applicant: MCKENZIE TANK LINES, 
INC., P.O. Box 1200, Tallahassee, Fla. 
32302. Applicant’s representative: Sol H. 
Proctor. 1101 Blackstone Bldg.. Jackson¬ 
ville. Fla. 32202. Authority sought to 
operate as a contract carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: Processed clay catalyst, in bulk, in 
tank vehicles, from Altapulgus. Ga., to 
Sugar Creek, Mo., and Tulsa and Ponca 
City. Okla.. under a continuing contract 
with Engelhard Minerals k Chemicals, 
for 180 days. Supporting shipper: Engel¬ 
hard Minerals k Chemicals. Menlo Park, 
Edison. NJ. 08817. Send protests to: O. 
H. Fauss. Jr., District Supervisor, Bureau 
of Operations, Interstate Commerce 
Commission. Box 35008, 400 W. Bay St., 
Jacksonville. Fla. 32202. 

No. MC 142991TA, filed March 2. 1977. 
Applicant: FAMILY LINES. INC.. 12400 
Wilmot Road. Kenosha, Wis. 53140. Ap¬ 
plicant's representative: Richard C. 
Alexander. 710 N. Planktnton Ave., Mil¬ 
waukee. Wis. 63203. Authority sought to 
operate as a contract carrier . by motor 
vehicle, over irregular routes, transport¬ 
ing: Candy and confectionery items 
(except in bulk), and advertising and 
display materials, used in the display and 
sale of candy and confectionery items, 
in vehicles equipped with mechanical 
refrigeration, from the plantsiteu and 
distribution facilities of E. J. Brach k 
Son s. at Carol Stream. Chicago and Sul¬ 
livan. m.. to points in Arizona. Cali¬ 
fornia. Idaho. Nevada, Oregon. Utah and 
Washington, under a continuing con¬ 
tract with E. J. Brach k Sons, for 180 
days. Applicant has also filed an under¬ 
lying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
E. J. Brach k Sons. 4656 W. Kinzie St.. 
Chicago. HI. Send protests to: Gall 
Daugherty. Transportation Assistant. 
U.S. Federal Bldg., k Courthouse, 517 E. 
Wisconsin Ave.. Room 619. Milwaukee. 
Wis. 53202. 

No. MC 142992TA, filed March 3. 1977. 
Applicant: M k C TRANSFER. INC.. 
11325 8.W. 57th 8t., Miami International 
Airport. Miami, Fla. 33133. Applicant's 
representative: John P. Bond. 2766 Doug¬ 
las Road. Miami, Fla. 33133. Authority 
sought to operate ns a common carrier, 
by motor vehicle, over irregular routes, 
transporting: General commodities (ex¬ 
cept the transportation of said commod¬ 
ities in bulk. Classes A and B explosives, 
household goods, livestock, commodities 
requiring special handling and special 
equipment and cement>, between points 
in Dade County, lying east of State Road 
27. south of State Road 826, north of 
State Road 94, and west of the Atlantic 
Ocean; all shipments having a prior or 
subsequent movement by water, for 180 
days. Supporting shippers: Albens Inter¬ 
national Forwarders. 9340 N.W. 13th St.. 
Miami. Fla. 33172. Alfa Aerofrcight Serv¬ 
ice. Inc.. 7797 N.W. 32nd St., Miami. Fla. 
33122. Sentry Air Freight Corporation, 
7265 N.W. 31st St.. Miami, Fla. 33122. 
Randy International, Ltd., Building 2141 
MIAD. Miami Fla. Security Forwarding 
Service. Inc.. 1303 N.W. 78th Ave., Miami, 
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Fla. 33126. Send protests to: Joseph B. 
Tfeichert, District Supervisor. Interstate 
Commerce Commission. Monterey Bldg., 
Suite 101, 8410 N W. 53rd Terrace. Miami, 
Fla 33166. 

No. MC 143002TA, filed March 3. 1977. 
Applicant: C.D3. INCORPORATED. 
5170 36th 6 t., S.E., Grand Rapids, Mich. 
49508. Applicant’s representative: Karl 
L. Getting. 1200 Bank of Lansing Bldg.. 
Lansing. Mich. 49508. Authority sought 
to operate as a contract carrier, by motor 
vehicle, over irregular routes, transport* 
ing: Household and personal care prod¬ 
ucts and related Items and materials and 
supplies used In the manufacture and 
distribution thereof, between Ada, Mich., 
on the one hand, and. on the other. 
Santa Ana, Los Angeles. Buena Park. 
Torance and La Mirada. Calif.: Portland. 
Oreg.: Arlington. Tex.; Atlanta. Oa ; and 
Dayton. Jamcsburg and Secaucus. NJ., 
under a continuing contract with Amway 
Corporation, for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup¬ 
porting shipper: Amway Corporation. 
7575 E. Fulton Road. Ada. Mich. 49301. 
Send protests to: C. R. Fleming, District 
Supcroor. Bureau of Operations. Inter¬ 
state Commerce Commission. Lansing. 
Mich 48933. 

Passekger Application 

No, MC 109897 <Sub-No. 3TA), filed 
March 3. 1977. Applicant: ORAY LINE 
NEW YORK TOURS CORP . 1515 Jef¬ 
ferson St.. Hoboken. N-J. 07030. Appli¬ 
cant's representative: W. L. McCracken. 
Oreyhound Tower. Phoenix, Ariz. 85077. 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over Ir¬ 
regular routes, transporting: Passengers, 
in special operations, beginning and end¬ 
ing at New York, N.Y.. and extending to 
Great Adventure Amusement Park. Jack- 
son, N.J., for 180 days. Applicant has also 
filed an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shippers: (1) Great Adventure Amuse¬ 
ment Park. P.O. Box 120. Jackson, N.J. 
06527. (2) Theatre Service Americana. 
Inc.. 7th Si 53rd St.. New York. N Y. 
10019. and (3) New York Hilton Trans¬ 
portation Desk, 15 W. 72nd St.. New 
York, N.Y. 10023. Send protests to: Maria 
B. Kejss. Transportation Assistant. In¬ 
terstate Commerce Commission, 26 Fed¬ 
eral Plaza. New York, N.Y. 10007. 

By the Commission. 

Robert L. Oswald, 
Secretary . 

| Fit Doc 77-8499 Tiled 3-21-77:8:4* am] 


(Notice No. 371 

MOTOR CARRIER TEMPORARY 
AUTHORITY APPLICATIONS 

March 15.1977. 

The following are notices or filing of 
applications for temporary authority 
under Section 210a(a) of the Interstate 
Commerce Act provi ded for under the 
provisions of 49 CFR 1131.3. These rules 
provide that an original and six (•> 
copies of protests to an application may 


be filed with the field official named in 
the Federal Register publication no 
later than the 15th calendar day after 
the date the notice of the filing of the 
application is published in the Federal 
Register. One copy of the protest must 
be served on the applicant, or Us author¬ 
ized representative, if any. and the Pro¬ 
testant must certify that such service 
has been made. The protest must iden¬ 
tify the operating authority upon which 
it is predicated, specifying t^e "MC" 
docket and "Sub" number and quoting 
the particular portion of authority upon 
which It relies. Also, the protestant shall 
specify the service it can and will pro¬ 
vide and the amount and type of equip¬ 
ment it will make available for use in 
connection with the service contem¬ 
plated by the TA application. The weight 
accorded a protest shall be governed by 
the completeness and pertinence of the 
Protestant’s information. 

Except as otherwise specifically noted, 
each applicant states that there will be 
no significant effect on the quality of the 
human environment resulting from ap¬ 
proval of its application. 

A copy of the application is on file, and 
can be examined at the Office of the Sec¬ 
retary. Interstate Commerce Commis¬ 
sion. Washington. D.C.. and also In the 
ICC Field Office to which protests are to 
be transmitted. 

Motor Carriers or Property 

No. MC 4405 ( 8 ub-N 0 . 552TA). filed 
March 7. 1977. Applicant: DEALERS 
TRANSIT, INC.. 522 8 . Boston Avc.. En¬ 
terprise Bldg.. Tulsa. Okla. 74130. Appli¬ 
cant’s representative: Leonard L. Ben¬ 
nett <same address os applicant). Au¬ 
thority sought to operate as a common 
carrier , by motor vehicle, over irregular 
routes, transporting: (1) Electrode masts 
and other air correction device compon¬ 
ents; C2 1 Materials, parts and supplies 
used in the manufacture of electrode 
masts. <1) from the plantsitc of Lecken- 
by Company of Arkansas, Fort 8 mltb. 
Ark., to points in the United States (ex¬ 
cept Alaska and Hawaii); and (2) from 
points in the United States (except 
Alaska and Hawaii), to the plantslte of 
Leckenby Company of Arkansas. Ft. 
Smith. Ark., for 180 days. Supporting 
shipper: Leckenby Company of Arkan¬ 
sas. P.O Box 1884. 2100 Wheeler Avc.. 
Ft. Smith. Ark. 72901. Send protests to: 
Joe Green. District Supervisor. Room 
240 Old Post Office Bldg.. 215 N.W. Third 
St.. Oklahoma City. Okln 73102. 

No. MC 9726 (Sub-No. 9TA). filed 
March 4, 1977. Applicant: T. F. DUNLAP 
TRUCKING CO., INC.. 1280 Hicks Blvd., 
Fairfield, Ohio 45014. Applicant’s repre¬ 
sentative: James R. Stiver-son, 1396 W. 
5th. Columbus. Ohio 43212. Authority 
sought to operate as a contract carrier , 
by motor vehicle, over irregular routes, 
transporting: Prefabricated buildings, 
knocked down, in sections, or assembled 
in units, and building materials , between 
Denver. Colo., and Yorktown, Ind., on 
the one hand, and, on the other, points 
to the United States (except Alaska and 
Hawaii), under a continuing contract 


with Pease Company, for 180 days. Ap¬ 
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Pease Com¬ 
pany, 900 Forest Ave.. Hamilton, Ohio 
45023. Send protests to: Paul J. Lowry. 
District Supervisor, Bureau of Opera¬ 
tions, Interstate Commerce Commission. 
5514-B Federal Bldg., 550 Main St.. Cin¬ 
cinnati. Ohio 45202. 

No. MC 26S96 (Sub-No. 143TA). filed 
March 2. 1977. Applicant: POPELKA 
TRUCKING CO., doing business as THE 
WAOOONERS, P.O. Box 990. Living¬ 
ston, Mont. 59047. Applicant's represent¬ 
ative: David Waggoner (same address as 
applicant). Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: 
Fleshed brine cured cattle hides, from 
ports of entry located on the United 
States-Canada Boundary line In Mon¬ 
tana. to Missouri, on shipments originat¬ 
ing at Calgary and Lethbridge. Alberta. 
Canada, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support¬ 
ing shipper: Amott Thomson. Superin¬ 
tendent, Alberta Hide Processors. Ltd.. 
606-5 St. 8 .E., Calgary. Alberta, Can¬ 
ada. Send protests to: Paul J. Labane. 
District Supervisor. Interstate Commerce 
Commission, 2602 First Ave.. North, Bill¬ 
ings. Mont. 59101. 

No. MC 35519 (Sub-No. 2TA), filed 
March 7. 1977. A pplica nt: J. W. ATHEY, 
SR.. AND J. W. ATHEY. JR., doing busi¬ 
ness 03 ATHEY TRUCKING, Route 1. 
Box 364. Stephen* City. Va. 22655. Appli¬ 
cant's representative: Frank B. Hand. 
Jr.. P.O. Box 187, Berryville, Va. 22611 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over Ir¬ 
regular routes*, transporting: Butter and 
poioered milk, when moving in mixed 
shipments with butter, from Strasburg. 
Va., to Braddock. Pennsauken and Coll- 
tngs Lake. N.J.; Bay Shore, LI and New 
York. N.Y.; Coatesville. Doyles town. 
Hershey, and Philadelphia. Pa.: Salis¬ 
bury and Pocomoke City. Md.. and their 
commercial zones, for 180 days. Appli¬ 
cant lias also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Valley Milk 
Products, a division of Beatrice Foods, 
Strasburg. Va. Send protests to: W. C. 
Hersman. District Supervisor. Interstate 
Commerce Commission. 12th A Consti¬ 
tution Ave., N.W, Room 1413. Washing¬ 
ton, D.C. 20423. 

No. MC 43685 (Sub-No. 20TA). filed 
March 4. 1977. Applicant: MERCER 
TRUCKINO CO., INC.. N. 1414 Fancher 
Road, P.O. Box 11585, Spokane. Wash 
99211. Applicant's representative: George 
H. Hart, 1100 IBM Bldg., Seattle. Wash. 
98101. Authority sought to operate as a 
common carrier , by motor vehicle, over 
irregular routes, transporting: Building 
stone, from points in Park County. 
Mont , to points in Washington and Ore¬ 
gon. for 180 days. Supporting shippers 
Layrlte Products Company. E. 1225 Trent 
Avc., Spokane. Wash. 99202. Livingston 
Marble and Oranite, Box 851, Livingston, 
Mont. 59407. Send protests to: L. D. 
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Boone, Transportation Specialist. Bureau 
of Operations. Interstate Commerce 
Commission, 858 Federal Bldg.. 915 Se- 
cons Ave.. Seattle. Wash. 98174. 

No. MC 47662 < Sub-No. 6TA>. filed 
March 3. 1977. Applicant: MACEVOY, 
INC., Milnor k Bleigh Sts,. Philadelphia. 
Pa. 19136. Applicant's representative: 
Alan Kahn, 1920 Two Penn Center Plaza. 
Philadelphia. Pa. 19102. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Scrap sheet steel and scrap 
tin plate, in open top cargo containers, 
loaded on flat trailers, from Piscataway 
and Edison. N.J.: Maspeth, N.Y.; and 
Fogelsvilie, Pa., to Baltimore. Md.. and 
Wilmington. Del., for 180 days. Applicant 
has also filed an underlying ETA seeking 
up to 90 days of operating authority. 
Supporting shipper: National Can Corp., 
Route 287. k S. Randolphville Road. 
Piscataway, N J. 08854. Send protests to: 
Dieter H. Harper. District Supervisor. 
Interstate Commerce Commission, 428 E. 
State St., Room 204, Trenton. N.J. 08608. 

No. MC 99539 (Sub-No. 3TA), filed 
March 3. 1977. Applicant: UNDER¬ 
WOOD TRUCK LINES. INC.. 21 S. De¬ 
pot St.. Brazil. Ind. 47834. Applicant's 
representative: Walter P. Jones. Jr.. 601 
Chamber of Commerce Bldg., Indianapo¬ 
lis, Ind. 46204. Authority sought to op¬ 
erate as a common carrier, by motor ve¬ 
hicle. over irregular routes, transporting: 
Trailers, semitrailers , trailer chasis (ex¬ 
cept those designed to be drawn by pas¬ 
senger automobiles), and parts and ac¬ 
cessories therefor, in initial movements, 
between the plantsite and storage facili¬ 
ties of Great Dane Trailers Indiana. Inc., 
located at or near Brazil. Ind.. on the 
one hand, and, on the other, points in the 
United States (except Alaska and Ha¬ 
waii). for 180 days. Applicant lias also 
Qled an underlying ETA seeking up to 
90 days of operating authority Support¬ 
ing shipper: William E. Ennis, Inter¬ 
state Commerce Commission. Federal 
Bldg., k U.8. Courthouse, 46 E. Ohio St.. 
Room 429, Indianapolis. Ind. 46204. 

No. MC 110525 (Sub-No. U84TA). filed 
March 4. 1977. Applicaht: CHEMICAL 
LEAMAN TANK LINES. INC . 520 E. 
Lancaster Ave., P.O. Box 200, Downlng- 
town. Pa. 19335. Applicant's representa¬ 
tive: Thomas J. O'Brien (same address as 
applicant). Authority sought to operate 
as a common carrier . by motor vehicle, 
over irregular routes, transporting: (1) 
Liquid wood preservatives, in bulk, in 
tank vehicles; and (2) Arsenic acid, in 
bulk, in tank vehicles; (1) from Valpar¬ 
aiso, Ind.. to Minneapolis, Minn.: 
Prairie du Chien. Wis.: Munislng. School¬ 
craft and St. Clair. Mich.: Washington 
Court House. Columbus and Orrvllle, 
Ohio: West Elizabeth. Pa., and Henry. 
Tonn.; and (2) from Bonham and Bryan. 
Tex., to Valparaiso, Ind., for 180 day's. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting shipper: Koppers 
Company. Inc.. 850 Koppers Bldg., Pitts¬ 
burgh, Pa. 15219. Send protests to: Mon¬ 
ica A. Blodgett, Transportation Assist¬ 


ant. Interstate Commerce Commission, 
600 Arch St.. Room 3238. Philadelphia, 
Pa. 19106. 

No. MC 113434 (Sub-No.73TA), filed 
March 7. 1977. Applicant: ORA-BELL 
TRUCK LINE, INC.. 679 Lincoln Ave. 
Holland, Mich. 44923. Applicant's repre¬ 
sentative: Wilhclminn Boersma. 1600 
First Federal Bldg.. Detroit. Mich. 48226. 
Authority sought to operate as a common 
carrier , by motor vehicle, over irregular 
routes, transporting: Plastic bottles, from 
the plantsite and facilities of Amoco 
Plastics Products Company, at Seymour, 
Ind.. to Howell. Mich., for 180 days. Ap¬ 
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Amoco Plas¬ 
tic Products Company. P.O. Box 1000. 
Seymour, Ind. 47274. Send protests to: C. 
R. Flemming, District Supervisor. Bureau 
of Operations. Interstate Commerce 
Commission. 225 Federal Bldg.. Lansing, 
Mich. 48933. 

No. MC 113651 «Sub-No. 211TA). filed 
March 2. 1977. Applicant: INDIANA 
REFRIGERATOR LINES, INC.. 2404 N. 
Broadway, Muncie. Ind. 47303. Appli¬ 
cant's representative: George E. Batty 
(same address as applicant). Authority 
sought to operate as a common tarricr, by 
motor vehicle, over irregular routes, 
transporting: Food and foodstuffs in 
vehicles equipped with mechanical re¬ 
frigeration ‘except commodities in bulk, 
in tank vehicles >. from the plantsite and 
warehouse facilities of Kraft, Inc., at 
Champaign. Ill., to points in Connecticut, 
Delaware, Maine. Massachusetts. Mary¬ 
land. New Hampshire. New Jersey. New 
York. Pennsylvania, Rhode Island. Ver¬ 
mont, Virginia and the District of Co¬ 
lumbia. restricted to traffic originating at 
the above-named origin and destined to 
the above-named destination points, for 
180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
Kraft. Inc.. 500 Pcshtigo Court. Chicago. 
Ill. 60690. Send protests to: J. H. Gray. 
District Supervisor. Bureau of Opera¬ 
tions, Interstate Commerce Commission, 
343 W. Wayne St.. Suite 113. Fort Wayne. 
Ind. 46802. 

No. MC 113855 < Sub-No. 369TA>. filed 
March 4, 1977. Applicant: INTERNA¬ 
TIONAL TRANSPORT. INC.. 2450 Ma¬ 
rion Road S.E.. Rochester. Minn. 55901. 
Applicant's representative: Michael E. 
Miller. 502 First National Bank Bldg.. 
Fargo. N. Dak. 58102. Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: (1) Tractors; and (2> Parts and at¬ 
tachments, when moving in mixed loads 
with tractors, from Portland. Oreg.. and 
Longview, Wash., to points in Washing¬ 
ton. Oregon, California, Nevada. Idaho. 
Montana, Utah and Wyoming, for 180 
days. Applicant has also filed an under¬ 
lying ETA seeking up to 90 days of oper¬ 
ating authority. Supporting shipper: 
John Deere Company. Portland Branch. 
P.O. Box 20098, Portland, Oreg. 97220. 
Send protests to: Marion L. Cheney, 
Transportation Assistant* Interstate 


Commerce Commission. Bureau of Oper¬ 
ations. 414 Federal Bldg., k U.S. Court¬ 
house, 110 S. 4th St.. Minneapolis. Minn. 
55401. 

No. MC 114004 (Sub-No. 166TA> 
(Amendment), filed February 15, 1977. 
published in the Federal Register issue 
of March 2. 1977. and republished, as 
amended, this Issue. Applicant: CHAN¬ 
DLER TRAILER CONVOY. INC.. 8828 
New Benton Highway, Little Rock. Ark. 
72209. Applicant's representative: Win¬ 
ston Chandler. Jr. (same address as ap¬ 
plicant). Authority sought to operate as 
a common carrier, by motor vehicle, over 
Irregular routes, transporting: Trailers, 
designed to be drawn by passenger auto¬ 
mobiles (except travel trailers or recrea¬ 
tional vehicles), and buildings, in sec¬ 
tions. (except pre-fabricated buildings>. 
in initial movements, in truck-away serv¬ 
ice. from Marysville and Corona. Calif.: 
Aubumdale, Fla.; Henderson. N.C.; Cald¬ 
well. Ohio; Bend. Oreg.: Phoenix. Ari 2 .; 
Booneville. Mo.; and Ruston. La., and 
their respective commercial zones, to 
points in the United States, including 
Alaska, but excludaig Hawaii, for 180 
day's. Supporting shipper: Fuqua Homes. 
Inc., 7100 8. Cooper, Arlington, Tex. 
76015. Send protests to: William H. Land. 
Jr.. District Supervisor. 3108 Federal 
Oflle Bldg.. 700 W. Capitol. Little Rock. 
Ark. 72201. The purpose of this repub- 
llcation is to amend the territorial de¬ 
scription in this proceeding. 

No. MC 114004 (Sub-No. 167TA) (cor¬ 
rection », filed February 15. 1977. pub¬ 
lished in the Federal Register issue of 
March 2. 1977. and republished, as cor¬ 
rected. this issue. Applicant: CHAND¬ 
LER TRAILER CONVOY. INC.. 8828 
New Benton Highway, Little Rock. Ark. 
72209. Applicant’s representative: Win¬ 
ston Chandler, Jr. (same address as ap¬ 
plicant). Authority sought to operate as 
a common carrier, by motor vehicle, over 
irregular routes, transporting: Trailers. 
designed to be drawn by passenger auto¬ 
mobiles (except travel trailers or recrea¬ 
tional vehicles), and buildings, in sec¬ 
tions (except prc-fabricated buildings), 
in initial movements, in truck-away 
service, from points in Decatur. Ala.: 
Casa Grande, Ariz.; Woodland and He¬ 
met. Calif..* Ocala and Sarasota. Fla.: 
Goshen. Elkhart and Howe, Ind.; Arkan¬ 
sas City and Halstead. Kans.; Bossier 
City. La.; New Ulm. Minn.; Kinderhood, 
NY.; Mocksville. N.C.; McMinnville, 
Oreg.; Ephrata and Leola. Pa.; Holmes- 
ville and Sugarcreek. Ohio; Temple. 
Tex.; Brighton. Colo.; Lancaster, Wis.; 
and now presently under construction. 
Mt. Angel, Oreg.. and ShaefTer&town, 
Pa.; and points in their commercial 
zones, to points in the United States, in¬ 
cluding Alaska, but excludaig Hawaii, 
for 180 days. Supporting shipper: Sky¬ 
line Corporation. 2520 By-Pass Road. 
Elkhart, Ind. 46514. Send protests to: 
William H. Land. Jr.. District Super¬ 
visor, 3108 Federal Office Bldg.. 700 W. 
Capitol, Little Rock. Ark. 72201. The 
purpose of tills republication is to correct 
the territorial description in this pro¬ 
ceeding. 
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No. MC 114004 (Sub-No. 168TA) 
(amendment), filed February 17. 1077, 
published In the Fro eh a l Register Issue 
of March 2, 1977. and republished, as 
amended, this Issue. Applicant: CHAND¬ 
LER TRAILER CONVOY, INC.. 8828 
New Benton Highway. Little Rock. Ark. 
72209. Applicant's representative: Win¬ 
ston Chandler. Jr. (same address as ap¬ 
plicant). Authority sought to operate as 
a common carrier . by motor vehicle, 
over Irregular routes, transporting: 
Trailers, designed to be drawn by pas¬ 
senger automobiles (except travel trail¬ 
ers), and buildings . in sections, mounted 
on wheeled undercarriages (except pre¬ 
fabricated buildings), from points In 
Colton. Woodland, and Santa Fe 
Springs, Calif.: Leesburg. Fla.; Rome, 
Qa.; Bourbon, Ind.: Ottawa. Kans.; 
Worthington, Minn.; Brookhavcn, ML&s.; 
Clarion. Pa.; McMinnville, Oreg.; and 
Texarkana, Tex., and points In their re¬ 
spective commercial zones, to points in 
the United States, including Alaska, but 
excluding Hawaii, for 180 days. Support¬ 
ing shipper: Bendlx Home Systems, Inc., 
61 Perimeter Park. Atlanta. Oa. 30341. 
Send protests to: William H. Land, Jr.. 
District Supervisor. 3108 Federal Bldg., 
700 W. Capitol. Little Rock. Ark. 72201. 
The purpose of this republication is to 
amend the territorial description In this 
proceeding. 

No. MC 114569 (Sub-No. 167TA). filed 
March 4, 1977. Applicant: SHAFFER 
TRUCKING. INC.. P.O Box 418, New 
Kingstown. Pa. 17072. Applicant's repre¬ 
sentative: N. L. Cummins (same address 
as applicant). Authority sought to oper¬ 
ate as a common carrier , by motor ve¬ 
hicle, over irregular routes, transport¬ 
ing: Foodstuffs (except In bulk), from 
the planUlte and storage faculties of 
Commercial Distribution Center. Inc., at 
or near Kansas City, Mo., to points in 
Maryland. Pennsylvania, Connecticut, 
New Jersey. New York. Massachusetts. 
West Virginia and Virginia, for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting shipper: Commer¬ 
cial Distribution Center. Inc., Box 477, 
Independence, Mo. 64051. Send protests 
to: Robert P. Amerine, District Super¬ 
visor. Bureau of Operations, Interstate 
Commerce Commission. 278 Federal 
Bldg., P.O. Box 869. Harrisburg. Pa. 
17108. 

No. MC 114896 (Sub-No. 46TA), filed 
March 2. 1977. Applicant: PUROLATOR 
SECURITY INC.. 1111 W. Mockingbird 
Lane. Suite 1401, Dallas. Tex. 75247. Ap¬ 
plicant’s representative: Elizabeth L. 
Henoch, 3333 New Hyde Park Road, New* 
Hy de Park, N.Y. 11040. Authority sought 
to operate as a contract carrier, by motor 
vehicle, over Irregular routes, transport¬ 
ing: Precious metals, between ScottsviUe. 
N.Y.. on the one hand. and. on the other, 
Carteret and Newark. N J.. under a con¬ 
tinuing contract with Sabin Metal Corp., 
for 180 days. Applicant has also filed an 
underly ing ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
Sabin Metal Corp., 316 Messerole 8t.. 
Brooklyn. N.Y. 11222. Send protests to: 
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Marla B. Kejss. Transportation Assist¬ 
ant Interstate Commerce Commission, 
26 Federal Plaza. New York, N.Y. 10007. 

No. MC 117565 (Sub-No. 96TA), filed 
March 4. 1977. Applicant: MOTOR 

SERVICE COMPANY. INC, Route 3. 
P.O. Box 448, Coshocton. Ohio 43812. Ap¬ 
plicant's representative: John R. Hof- 
ner (same address as applicant). Au¬ 
thority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Mobile homes, 
single and double wide units, In initial 
movements, from Holmesville, Ohio, to 
points in Kentucky. Pennsylvania and 
West Virginia, for 180 days. Applicant 
has also filed an underlying ETA seek¬ 
ing up to 90 days of operating authority. 
Supporting shipper: Skyline Corpora¬ 
tion. Route 83. P.O. Box 127, Holmcsvlllc. 
Ohio 44633. Send protests to: Frank L. 
Calvary*. District Supervisor, Interstate 
Commerce Commission. 220 Federal 
Bldg., & U.S. Courthouse, 85 Marconi 
Blvd., Columbus, Ohio 43215. 

No. MC 117883 (8ub-No. 212TA), filed 
March 2, 1977. Applicant: 6UBLER 

TRANSFER, tNC.. 100 Vista Drive. P.O. 
Box 62, Versailles, Ohio 45380. Appli¬ 
cant's representative: Edward J. Subler 
(same address as applicant). Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Meats, meat products, and 
meat by-products and articles distri¬ 
buted by meat packinghouses , as des¬ 
cribed In Sections A and C of Appendix 
I to the report In Descriptions in Motor 
Carrier Certificates. 61 M.C.C. 209 and 
766, from the plantMte of Elm Hill 
Meats, at Lexington. Ky.. to points in 
Connecticut. Delaware. Illinois. Indiana. 
Iowa. Kansas. Maryland. Massachusetts. 
Michigan. Minnesota. Missouri. Neb¬ 
raska, New Jersey. New York, Ohio. Pen¬ 
nsylvania. Rhode Island. Virginia, West 
Virginia, Wisconsin and the District of 
Columbia, restricted to traffic originating 
at named origin and destined to named 
destinations, for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup¬ 
porting shipper: Elm Hill Meats, Inc„ 
P.O. Box 469, Lisle Road. Lexington. Kv. 
40501. Send protests to: Paul J. Lowry. 
District Supervisor, Bureau of Opera¬ 
tions. Interstate Commerce Commission. 
5514-B Federal Bldg.. 550 Main St.. Cin¬ 
cinnati. Ohio 45202. 

No. MC 123502 (Sub-No. 47TA). filed 
March 7. 1977. Applicant: FREE STATE 
TRUCK SERVICE, INC., P.O. Box 760. 
Glen Bumic, Md. 21061. Applicant's re¬ 
presentative: W. Wilson Corroum (same 
address as applicant). Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Crude Rubber , in bulk. In dump ve¬ 
hicles. from Belle Mead and Somerville, 
SJ„ to Baltimore, Md.. for 90 days. Sup¬ 
porting shipper: Edwin W. Burchcss. 
Exec. Vice President, International 
Briquetting Corp., 2805 Light St.. Balti¬ 
more. Md. 21230. Send protests to: Wil¬ 
liam L. Hughes. District Supervisor. In¬ 
terstate Commerce Commission. 814-B 
Federal Bldg., Baltimore. Md. 21201. 
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No. MC 124078 (Sub-No. 716TA>. filed 
March 2. 1977. Applicant: SCHWER- 
MAN TRUCKING COMPANY. 611 S. 
28th St.. Milwaukee. Wis. 53246. Appli¬ 
cant's representative: Richard H. Pre- 
vette (same address as applicant). Au¬ 
thority sought to operate as a Common 
carrier, by motor vehicle, over Irregular 
routes, transporting: Dry clay, tn bulk, 
in tank vehicles, from Bath. S.C., to 
Wooster. Ohio, for 180 days. Supporting 
shipper: Rubbermaid Inc.. 1^47 Akron 
Road. Wooster. Ohio 44691. Send protests 
to: Gail Daugherty. Transportation As¬ 
sistant. Interstate Commerce Commis¬ 
sion, Bureau of Operations, U.S. Federal 
Bldg., It U.S. Courthouse, 517 E. Wiscon¬ 
sin Ave., Room 619, Milwaukee. Wis. 
53202. 

No. MC 124078 (8ub-No. 717TA), filed 
March 2,1977. Applicant: SCHWERMAN 
TRUCKING COMPANY. 611 S. 28th St.. 
Milwaukee, Wis. 53246. Applicant's rep¬ 
resentative: Richard Prevette (same ad¬ 
dress as applicant). Authority sought to 
operate as a common carrier, by motor 
vehicle, over Irregular routes, trans¬ 
porting: Cement, In bulk, from Hartford. 
Conn., to points in New York, Massa¬ 
chusetts. New Hampshire and Vermont, 
restricted to traffic having an immedi¬ 
ate prior movement by railroad, for 180 
days. Applicant has also filed an under¬ 
lying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
Consolidated Rail Corporation, Room 
450, 6 Penn Center Plaza, Philadelphia, 
Pa. 19104. Send protests to: Oail 
Daugherty, Transportation Assistant. In¬ 
terstate Commerce Commission, Bureau 
of Operations. UB. Federal Bldg., Ik 
C ourthouse. 517 E. Wisconsin Ave.. Room 
619, Milwaukee. Wis. 53202. 

No. MC 124221 (Sub-No. 59TA>. filed 
March 2, 1977. Applicant: HOWARD 
BAER, P.O. Box 27. Route 98 W.. Morton, 
Ill. 61550. Applicant’s representative: 
Robert W. Loser. 1009 Chamber of Com¬ 
merce Bldg* Indianapolis, Ind. 46204. 
Authority sought to operate as a con- 
tract carrier, by motor vehicle, over ir¬ 
regular routes, transporting: (1) Bakery 
products, from Roanoke, Va>, to Savan¬ 
nah. Ga.; and (2) Merchandise, as Is 
dealt in by wholesale, retail and chain 
grocery and food business houses, and in 
connection therewith, equipment, ma¬ 
terials. and supplies used In the conduct 
of such business (except commodities in 
bulk). in vehicles equipped with me¬ 
chanical refrigeration, from Cincinnati. 
Ohio, to Savannah. Ga. Restrictions: 
Restricted in Parts (1) and (2) above; 
(1) Restricted to the transportation of 
traffic originating at or destined to a 
facility' of The Kroger Company; (2> 
Restricted to movements In vehicles 
equipped with mechanical refrigeration; 
and (3) Limited to a transportation 
service to be performed under a con¬ 
tinuing contract with The Kroger Com¬ 
pany. for 180 days. Applicant hA$ also 
filed on underlying ETA seeking up to 
90 days of operating authority. Sup¬ 
porting shipper: The Kroger Co.. Henry 
B. deHamel. Manager of Distribution 
Systems, 1014 Vine St.. Cincinnati. Ohio 4 
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45201. Send protests to: Patricia A. 
Roscoc. Transportation Assistant. Inter¬ 
state Commerce Commission, Everett 
McKinley Dirksen Bldg., 219 8. Dearborn 
St., Room 1386, Chicago, Ill. 60604. 

No. MC 124679 <Sub-No. 74TA). filed 
March 2, 1977. Applicant: C. R ENG¬ 
LAND * SONS, INC.. 975 W. 2100 South. 
Salt Lake City, Utah 84119. Applicant's 
representative: Daniel E. England. P.O. 
Box 2465, Salt Lake City, Utah 84110 Au¬ 
thority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Meats, meat prod¬ 
ucts, meat by-products and articles dis¬ 
tributed by meat packinghouses, from the 
plantslte and storage facilities of Joe 
Doc to rm an and Son. Inc., at or near Salt 
Lake City, Utah, to Denver and Colorado 
Springs. Colo.; Hillsboro. Ore?.. end 
points in California and Nevada for ino 
days. Applicant has also filed an under¬ 
lying ETA seeking up to 99 days of op¬ 
erating authority. Supporting shipper: 
Joe Doctorman & Son. Inc., 2990 S. 300 
East, Salt Lake City, Utah 84110. Send 
protests to: Lyle D. Heifer. District 
Supervisor. Interstate Commerce Com¬ 
mission. Bureau of Operations. 5301 
Federal Bldg.. 125 8. State St.. Salt Lake 
City. Utah 84138. 

No. MC 129086 (Sub-No. 24TA), filed 
February 18. 1977. Applicant: 8PENCER 
TRUCKING CORPORATION. Rt 2, Box 
254A, Keyser, W. Va. 26726. Applicant's 
representative: Edward N. Button. 1329 
Pennn. Ave.. P.O. Box 1417, Hagerstown. 
Md. 21740. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: (1) 
Cullet, between Cleveland, Ohio a^d its 
commercial xone, on the one hand. and. 
on the other, points In West Virginia. 
Pennsylvania and New Jersey: and (2> 
Cullet, from points in Virginia to noin is 
in West Virginia. Pennsylvania ond New 
Jersey, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Sunport- 
lng shipper: Bassichis Co.. 2323 W. 3rd 
8t„ Cleveland. Ohio 44100. Send protests 
to: J. A. Nlggemyer. District Supervisor. 
Interstate Commerce Commission. 418 
Old Post Office Bldg., Wheeling. W. Va. 
26003. 

No. MC 133119 (Sub-No. 114TA). filed 
March 4.1977. Applicant: HEYL TRUCK 
LINES INC.. 200 Norka Drive. P.O. Box 
206, Akron. loan 51001. Applicant's rep¬ 
resentative: A. J. Swanson, P.O. Box 
81849. Lincoln. Nebr. 68501. Authority 
sought to operate as a common carrier, 
by motor vehicle, over Irregular routes, 
transporting: Processed meats . from 
Boonevlllc. Miss., and its commercial 
zone, to the port of entry on the Interna¬ 
tional Boundary at or near Sweet grass. 
Mont., restricted to the transportation of 
traffic moving In foreign commerce to 
points in Alberta. Applicant Intends to 
tack at Alberta Provincial Authority, for 
180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
Larry Wood. Office Manager. American 
Packing Company, a subsidiary of East 
Asiatic Company, Inc.. 101 E. Chambers. 


P.O. Box 429, Booneville, Miss 38829. 
Send protests to: Carroll Russell. Dis¬ 
trict Supervisor. Interstate Commerce 
Commission. 110 N. 14th St., Omaha. 
Nebr. 68102. 

No. MC 133562 (Sub-No. 22TA) (cor¬ 
rection), filed January 31.1977, published 
In the FR Issue of February 11. 1977. and 
republished as corrected this issue. Ap¬ 
plicant: HOLIDAY EXPRESS COR¬ 
PORATION. P.O. Box 115, Esthervllle. 
Iowa 51334. Applicant's representative: 
Edward A. O’Donnell. 1004 29th St., Sioux 
City. Iowa 51104. Authority sought to 
operate as a common carrier, by motor 
vehicle, over Irregular routes, transport¬ 
ing: Meats, meat products, meat by¬ 
products and articles distributed bp meat 
packinghouses, as described in Sections 
A and C of Appendix I to the report in 
Descriptions in 3fofor Carrier Certifi¬ 
cates, 61 M.C.C. 209 and 766 (except 
hides and commodities in bulk). from the 
faculties of 8pcncer Foods, Inc„ at or 
near 8penccr and Hartley, Iowa, to 
points in Connecticut. Delaware. Maine. 
Maryland. Massachusetts. New Hamp¬ 
shire, New Jersey, New York. Pennsyl¬ 
vania. Rhode Island. Vermont. Virginia. 
West Virginia and the District of Colum¬ 
bia. for 180 days. Applicant has also filed 
an underlying ETA seeking up to 90 days 
of operating authority. Supporting ship¬ 
per: Spencer Foods, Inc., P.O. Box 1278. 
Spencer. Iowa 51301. Send protests to: 
Herbert W. Allen, District Supervisor. 
Bureau of Operations. Interstate Com¬ 
merce Commission. 518 Federal Bldg.. 
Des Moines, Iowa 50309. The purpose of 
this republication Is to correct the terri¬ 
torial description in this proceeding. 

No MC 134084 (Sub-No. 4TA). filed 
March 4. 1977. Applicant: INTERSTATE 
TRANSPORT. INC., 1820 Atlanta High¬ 
way. Gainesville. Ga. 30501. Applicant's 
representative: Charles M. WUUams. 350 
Capitol Life Center, 1600 Sherman St., 
Denver. Colo. 80203. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Prepared flour mixes and frosting 
mixes, from the plantslte and storage 
facilities of Chelsea MUling Co., at or 
near Chelsea. Mtch.. to points in Ala¬ 
bama. Georgia, North Carolina and 
South Carolina, restricted to traffic orig¬ 
inating at the plantslte and storage 
vacuities of Chelsea Milling Co., at or 
near Chclesa, Mich., for 180 days. Ap¬ 
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Chelsea 
Milling Company. North 8t.. Chelsea. 
Mich 48118. Send protests to: Sara K. 
DavL*. Transportation Assistant. Bu¬ 
reau of Operations, Interstate Commerce 
Commission, 1252 W. Peachtree 8t.. N.W.. 
Room 546, Atlanta. Ga. 30309. 

No. MC 135797 <Sub-No. 68TA), filed 
March 2, 1977. Applicant: J. B. HUNT 
TRANSPORT. INC . P.O. Box 200. US. 
Highway 71. Lowell. Ark. 72745. Appli¬ 
cant's representative: Don Garrison. 204 
Highway 71 North. Suite 3. Springdale, 
Ark. 72764. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: 


Canned juices (except in bulk). on traffic 
originating at the facilities of or used by 
Texsun Corporation, at or near Trofal- 
rar, Ind. and Weslaco. Tex., from Tra¬ 
falgar. Ind., to points in Missouri; and 
from Weslaco. Tex., to points In Mis¬ 
sissippi and Tennessee, for 180 days. 
Applicant has also filed an underlying 
ETA seklng up to 90 davs of operattng 
authority. Supporting shipper: Texsun 
Corporation. P.O Box 327. Weslaco. Tex. 
78596 Send protests to: William H. 
Land. Jr. District Supervisor. 3108 Fed¬ 
eral Office Bldg., 700 W. Capitol. Little 
Rock. Ark. 72201. 

No. MC 136343 (Sub-No. 104TA). filed 
March 4. 1977. Applicant: MILTON 
TRANSPORTATION. INC.. P.O. Box 355, 
R D No 1. Milton, Pa. 17847. Applicant's 
representative: George A. Olsen. 69 Ton- 
nele Ave.. Jersey City, N J. 07306. Au¬ 
thority sought to operate as a common 
carrier, by motor vehicle, over Irregular 
routes, transporting: Foodstuffs (except 
frozen and In bulk), from the plantslte 
and storage facilities of American Home 
Foods Division of American Home Prod¬ 
ucts Corporation, at or near Milton. Pa., 
to points In North Carolina and Ten- 
n*s.see. for 180 days Applicant has also 
filed an underlying ETA seeking up to 90 
davR of operating authority. Supporting 
shipper: American Home Foods. Division 
ot American Home Products Corpora¬ 
tion. 685 Third Ave., New York. NY. 
10017. S?nd protests to: Robert P. 
Amerlne. District Supervisor. Bureau of 
Operations. Interstate Commerce Com¬ 
mission. 278 Federal Bldg.. P.O. Box 869, 
Harrisburg. Pa. 17108. 

No MC 136987 <Sub-No. 14TA), filed 
Mnr-h 4. 1977. Applicant: REMINGTON 
FREIGHT LTNES. INC., P.O. Box 315, 
Remington. Ind. 47977. Applicant's rep¬ 
resentative: William H. Towle. 180 N. 
Lc Salle St.. Chicago. Ill. 60601. Authority 
sought to operate ns a contract carrier, 
by motor vehicle, over irregular routes, 
transporting: Beverage preparations, 
from Mornence. Ill., to points in Mas- 
sn^hu^tt*. Connecticut. New Jersey, 
Georgia Pennsylvania. Michigan. Indl- 
rnn. Nebraska. California. Oregon. 
Washington. Tennessee, Missouri, Kan¬ 
sas, Town. Maine and Maryland, under a 
continuing contract with Ko-Pac. Inc., 
nnd restricted to shipments originating 
et the facilities of Ko-Pac. Inc., and 
destined to points in the named destina¬ 
tion state*, tinder a continuing contract 
wfih Ko-Pac. Inc., for 180 days. Appli¬ 
cant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Ko-Pac. 
Tnc.. P O. Box 201. Momence, 111. 60954. 
Send protests to: J. H. Gray, District 
Supervisor. Interstate Commerce Com¬ 
mission. Bureau of Operations. 343 W. 
Wayne St., Suite 113. Fort Wayne. Ind. 
46802. 

No. MC 138000 <Sub-No. 27TA. filed 
March 4. 1977. Applicant: ARTHUR H. 
FULTON. P.O. Box 86, Stephens City. 
Va. 22655. Applicant's representative: 
Charles E. Granger, 1329 Pennsylvania 
Ave. P.O. Box 1417, Hagerstown, Md. 
21740, Authority sought to operate os a 
common carrier, by motor vehicle, over 
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irregular routes, transporting: Malt bev¬ 
erages, from Detroit. Mich., and its 
commercial zone, to points in Alabama. 
Georgia, Maryland. North Carolina and 
South Carolina, for 180 days. Applicant 
has also filed an underlying ETA seek¬ 
ing up to 90 days of operating authority. 
Supporting shipper: The Stroh Brewery 
Company. 909 E. Elizabeth. Detroit. 
Mich. Send protests to: W. C. Hcrsman. 
District Supervisor, Interstate Commerce 
Commission. 12th & Constitution Ave., 
NW. Room 1413. Washington. D.C. 
20423. 

No. MC 139193 (Sub-No. 57TA) (cor¬ 
rection). Alcd January 28. 1977. pub¬ 
lished in the FR issue of February 16. 
1977. and republished as corrected this 
issue. Applicant: ROBERTS k OAKE, 
INC.. 527 E. 52nd St North. P.O. Box 
1356. Sioux Falls. 8. Dak. 57101. Appli¬ 
cant's representative: Jacob P. Billig. 
Suite 300. 2033 K St., NW.. Washington. 
D.C, 20006. Authority sought to operate 
as a contract carrier, by motor vehicle, 
over irregular routes, transporting: 
Meats, meat products . meat by-products, 
dairy products, and articles distributed 
by meat packinghouses, as described in 
Sections A. B and C of Appendix I to the 
report In Descriptions In Motor Carrier 
Certificates. 61 M.C.C. 209 and 766 (ex¬ 
cept hides and liquid commodities in 
bulk), from Esthcrvitle and Sioux City. 
Iowa, to points in Georgia and Ten¬ 
nessee. under a continuing contract with 
John Morrell It Co., for 180 days. Sup¬ 
porting shipper: John Morrell k Co., 208 
S. LaSalle St.. Chicago. Ill. 60604. Send 
protests to: J. L. Hammond, District Su¬ 
pervisor. Interstate Commerce Commis¬ 
sion. Bureau of Operations. Room 369 
Federal Bldg.. Pierre. S. Dak. 57501. The 
purpose of this republication is to correct 
the authority sought In this proceeding. 

No. MC 139269 (Sub-No. IOTA) (cor- 
rection). filed February 4, 1977. pub¬ 
lished in the FR issue of February 17. 
1977. and republished as corrected this 
issue. Applicant: C. P. CRA8KA. Inc., 207 
Cosby Manor Road. Utica. N.Y. 13501. 
Applicant's representative: Murray J. S. 
Kirshteln. 118 Blocker St.. UUca. N.Y. 
13501. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Food¬ 
stuffs, In mechanically temperature con¬ 
trolled vehicles, from Philadelphia. Pa., 
to points in New York (except New York 
City and Long Island), for 180 days. Ap¬ 
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Samuel Fa. 
reri. Vice-President. Northwestern Prod¬ 
ucts. Inc., 1401 N. Delaware Ave.. Phil¬ 
adelphia. Pa. 19125. Vita Food Products. 
Inc.. 3650 S, Galloway St.. Philadelphia. 
Pa. 19148. Send protests to: Morris H. 
Gross. District Supervisor, Interstate 
Commerce Commission, UB. Courthouse 
k Federal Bldg.. 100 S. Clinton St. Room 
1259, Syracuse, N.Y. 13202. The purpose 
of this republication Is to add another 
supporting shipper. 

No. MC 139495 (Sub-No. 205TA). filed 
March 2. 1977. Applicant: NATIONAL 
CARRIERS. INC.. P.O. Box 1358. 1501 E 
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8th St.. Liberal. Kans. 67901. Applicant's 
representative: Herbert Alan Dubln, 1819 
H St.. N.W., Suite 1030. Washington. D.C. 
20006. Authority sought to operate as a 
common carrier . by motor vehicle, over 
irregular routes, transporting: Pottery 
and pottery products, from Marshall and 
Palestine, Tex., to points in Illinois, In¬ 
diana. Michigan, Iowa. Kansas. Mary¬ 
land. Massachusetts. Missouri. New 
Jersey, New York. Ohio, Pennsylvania 
Virginia, Vermont, Wisconsin and the 
District of Columbia, for 180 days. Sup¬ 
porting shipper: Marshall Pottery. Inc., 
1400 Lake St.. Marshall, Tex. 75670. Send 
protests to: M. E. Taylor. District Super¬ 
visor. Interstate Commerce Commission. 
Suite 101 Litwin Bldg.. 110 N. Market. 
Wichita. Kana. 67202. 

No. MC 141867 (Sub-No. 2TA). Hied 
March 7.1977. Applicant: SPECIALIZED 
TRUCKINO SERVICE. INC., 1523 18th 
NJE.. Puyallup. Wash. 98371. Applicant's 
representative: Jack R, Davis, 1100 IBM 
Bldg.. Seattle. Wash. 98101. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: (1) Glass bottles, jars and 
containers: and (2) Covers, stoppers, etc., 
for (1) above, from points of entry on 
the Canada-United States Border in the 
state of Washington, to points in Wash¬ 
ington and California, serving the prov¬ 
inces of British Columbia and Alberta. 
Canada, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper: Comglas Ltd.. 8650 20th Ave., 
Burnaby. British Columbia V3N 1C8. 
Send protests to: L. D. Boone. Transpor¬ 
tation Specialist. Bureau of Operations, 
Interstate Commerce Commission. 858 
Federal Bldg.. SeatUe. Wash. 98174. 

No. MC 142895 (Sub-No. 1TA), filed 
February 15. 1977. Applicant: EIGHTY 
EIGHT ENTERPRISES. INC., 8100 S. 
100 East. Sandy. Utah 84070. Applicant's 
representative: Irene Warr. 430 Judge 
Bldg . Salt Lake City. Utah 84111. Au¬ 
thority sought to operate as a contract 
carrier , by motor vehicle, over irregular 
routes, transporting: Lumber, miUwork, 
wood products, reinforcing steel, and 
building materials, from points In Ore¬ 
gon, Washington. Idaho. Montana. Cali¬ 
fornia, Arizona. Colorado. Texas; Okla¬ 
homa City and Tulsa, Okla., to Salt Lake 
City, Ogden. Provo and Midvale, Utah, 
under a continuing contract with Gene's 
Building Materials. Inc., for 180 days. 
Supporting shipper: Gene's Building Ma¬ 
terials. Inc.. 313 Wlndsong Ave.. Sandy. 
Utah 84070. Send protests to: Lyle D. 
Heifer. District Supervisor, Interstate 
Commerce Commission. 5301 Federal 
Bldg.. Bureau of Operations, 125 S. State 
St., Salt Lake City. Utah 84138. 

No. MC 142939 <Sub-No. 1TA), filed 
March 2, 1977. Applicant: BERNARD 
HARGER, doing business as HARGER 
TRUCKING. P.O. Box 1631. Oardena, 
Calif. 90249. Applicant's representative: 
Bernard Harber (same address as appli¬ 
cant). Authority sought to operate as a 
contract carrier, by motor vehicle, over 
irregular routes, transporting: Such 
commodities as are dealt in by distribu¬ 
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tors of paper products, from the facilities 
of the La Salle Paper Company, at Los 
Angeles and Pomona, Calif., to points in 
Clark County. Nev.. under a continuing 
contract with La Salle Paper Co., for 
180 days. Applicant has also filed an un¬ 
derlying ETA seeking up to 90 days of op¬ 
erating authority. Supporting shipper: 
I*a Salle Paper Co.. 215 W. Colorado Ave.. 
Las Vegas, Nev. 89102. Send protests to: 
Mary A. Francy. Transportation Assist¬ 
ant. Interstate Commerce Commission. 
Bureau of Operations, Room 1321. Fed¬ 
eral Bldg.. 300 N. Los Angeles St., Los 
Angeles, Calif. 90012. 

No. MC 142971TA. filed March 2. 1977. 
Applicant: F k W TRANSPORT CO.. 
INC., 37 River Road. Camden. N.J. 08105. 
Applicant's representative: Robert B. 
Pepper. 168 Woodbridgc Ave.. Highland 
Park, N J. 08904. Authority sought to 
operate as a contract carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Wooden and plastic cabinets and 
materials and supplies used in the manu¬ 
facturing, sale and installation thereof 
(except In bulk). between Lakewood. N.J.. 
on the one hand. and. on the other, points 
in New York. Connecticut, Delaware, 
Maryland, Maine, Massachusetts. New 
Hampshire. Pennsylvania, Rhode Island. 
Vermont and the District of Columbia, 
under a continuing contract with Excel 
Wood Products Co.. Inc., for 180 days. 
Supporting shipper: Excel Wood Prod¬ 
ucts Co.. Inc., P.O. Box 819. Lakewood. 
N.J. 08701. Send protests to: Dieter H. 
Harper, District Supervisor. Interstate 
Commerce Commission, 428 E State St., 
Room 204. Trenton, NJ. 08608. 

No. MC 142993TA. filed March 4. 1977. 
Applicant. LONG LAKE TOWING 
SERVICE. 818 E. State 8t.. Olympia, 
Wash. 98501. Applicant's representative: 
Anthony Eugene Carpenter (same ad¬ 
dress as applicant). Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, trans¬ 
porting: Wrecked or disabled vehicles, 
between Portland. Oreg.. Olympia, Ta¬ 
coma and SeatUe, Wash., restricted to 
autos moving between salvage pools and 
auto wrecking yards, for 180 days. Sup¬ 
porting shippers: There are approxi¬ 
mately 10 statements of support at¬ 
tached to the application, which may be 
examined at the Interstate Commerce 
Commission In Washington, D.C.. or 
copies thereof which may be examined 
at the field office named below. Send pro¬ 
tests to: L. D. Boone. Transportation 
Specialist, Bureau of OpcraUons. Inter¬ 
state Commerce Commission, 858 Federal 
Bldg. 915 3econd Ave., SeatUe. Wadi- 
98174. 

No. MC 142994TA, filed March 4. 1977 
Applicant: VIRGINIA COURIER SERV¬ 
ICE. INC.. P.O. Box 287. Harrisonburg. 
Va. 22801. Applicant’s representaUve: 
Chester A. Zyblut. 1030 15th St.. NW., 
Washington, D.C. 20005. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Business papers . notes, 
checks, records and audit and account¬ 
ing media, between Harrisonburg. Va., 
and its commercial zone, on the one 
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hand, and, on the other, points In Hamp¬ 
shire, Mineral, Grant, Hardy, Pend el ton, 
Preston, Taylor. Barbour. Upshur. Web¬ 
ster, Berkley, Jefferson. Pocahontats. 
Randolph, Greenbrier. Tucker and Mor¬ 
gan Counties. W. Va., for 180 days. Ap¬ 
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Data Corp. 
of Virginia. Inc., Harrisonburg, Va. 22801. 
Send protests to: Danny R. Beeler. Dis¬ 
trict Supervisor. Interstate Commerce 
Commission. Bureau of Operations, P.O. 
Box 210. Roanoke. Va. 24011. 

No. MC 143003TA. filed March 7, 1977. 
Applicant: GEORGE L. MORROW 
TRUCKING COMPANY, INC.. P.O. Box 
916. Raymondville, Tex. 78580. Appli¬ 
cant's representative: George L. Morrow 
(same address as applicant). Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: Citrus pulp and pellets, in 
bulk, between points in Hidalgo and 
Cameron Counties. Tex., for 180 days. 
Supporting shipper: I. S. Joseph Com¬ 
pany. Inc.. P.O. Box 567. Mission, Tex. 
78572. Send protests to: Richard H. 
Dawkins. District Supervisor, Bureau of 
Operations, Interstate Commerce Com¬ 
mission, Room B-400 Federal Bldg., 727 
E. Durango. San Antonio, Tex. 

No. MC 143004TA, filed March 4. 1977. 
Applicant: GORDON L. PETERSEN 
AND GWYNETH A. PETERSEN doing 
business as. CLOVIS MOVING & STOR¬ 
AGE. 700 E. Tatum Ave., Clovis, N. Mex. 
88101. Applicant's representative: Alan 
P. Wohlstetter. 1700 K 6t. NW., Wash¬ 
ington, D.C. 20006. Authority sought to 
operate as a common carrier . by motor 
vehicle, over irregular routes, transport¬ 
ing: Used household goods, between 
points in Guadalupe, Quay, De Boca, 
Curry and Roosevelt Counties, N. Mex.. 
restricted to the transportation of traf¬ 
fic having a prior or subsequent move¬ 
ment. in containers, and further restrict¬ 
ed to the performance of pickup and 
delivery service In connection with pack¬ 
ing. crating and containerization or un¬ 
packing, uncrating and decontalneriza- 
tlon of such traffic, for 180 days. Sup¬ 
porting shippers: Smith Alecander, 
Manager, in ter In tm Forwarding, Inc.. 
7192 K&lanianaole Highway, Honolulu. 
Hawaii 96825. 8amud Klein. Vice Pres¬ 
ident. Allstates Von Lines Corp.. 50-18 
97th Place, Corona. N.Y. 11368. D. C. 
Morrow. Executive Vice President, Swift 
International Forwarders, P.O. Box 
3128, Irving. Tex. 75061. William M. 
Bunnell. General Manager. Lyon House¬ 
hold Shipping. Inc.. 3416 S. La Cloncga 
Blvd., Los Angeles. Calif. 90016. Send 
protests to: John H. Klrkcmo, District 
Supervisor, Interstate Commerce Com¬ 
mission. Bureau of Operations. 1106 Fed¬ 
eral Office Bldg.. 517 Gold Ave., 8.W„ 
Albuquerque, N. Mex. 87101. 

By the Commission. 

Roars? L. Oswald, 
Secretary . 

I TO Doc 77 8500 Filed 8-21-77:8 46 *m| 


{Notice No. 1391 

MOTOR CARRIER TRANSFER 
PROCEEDINGS 

March 22, 1977. 

Application filed for temporary au¬ 
thority under section 210a(b) in con¬ 
nection with transfer application under 
section 312a<b) and Transfer Rules, 49 
CFR Part 1132: 

No. MC-FC 77026. By application filed 
March 8. 1977. JENSEN CHARTERS, 
INC., 155 So. 1st 8trcct, St. Helens. OR 
97223. seeks temporary authority to lease 
the operating rights of Kelso Ocean 
Beach Stage Lines. 204 So. 7th. P.O. Box 
746. West Kelso. WA 98626, under sec¬ 
tion 210a<b). The transfer to Jensen 
Charters, Inc., of the operating rights of 
Kelso Ocean Beach Stage Lines, 1s pres¬ 
ently pending. 

By the Commission. 

Robert L. Oswald, 

Secretary. 

(TO Doc 77 6501 Filed 3-21-77.8:45 urn| 


lNotice No. 136) 

MOTOR CARRIER BOARD TRANSFER 
PROCEEDINGS 

The following publications Include 
motor carrier, water carrier, broker, and 
freight forwarder transfer applications 
filed under sections 212(b), 206(a), 211, 
312(b). and 410(g) of the Interstate 
Commerce Act. 

Each application (except as otherwise 
specifically noted) contains a statement 
by applicants that there will be no sig¬ 
nificant effect on the quality of the hu¬ 
man environment resulting from ap¬ 
proval of the application. 

Protests against approval of the appli¬ 
cation , which may include a request for 
oral hearing, must be filed with the Com¬ 
mission within 30 days after the date 
of this publication. Failure seasonably 
to file a protest will be construed as a 
waiver of opposition and participation in 
the proceeding. A protest must be served 
upon applicants* representatives), or 
applicants (If no such representative is 
named), and the protestont must certify 
that such service has been made. 

Unless otherwise specified, the signed 
original and six copies of the protest 
shall be filed with the Commission. All 
protests must specify with particularity 
the factual basis, and the section of the 
Act, or the applicable rule governing the 
proposed transfer which Protestant be¬ 
lieves would preclude approval of the ap¬ 
plication. If the protest contains a re¬ 
quest for oral hearing, the request shall 
be supported by an explanation as to 
why the evidence sought to be presented 
cannot reasonably be submitted through 
the use of affidavits. 

The operating rights set forth below 
are In synopses form, but are deemed 
sufficient to place Interested persons on 
notice of the proposed transfer. 


No. MC-FC-76834, filed March 7, 1977. 
Transferee: CASAZZA TRUCKINO CO.. 
1250 Glendale Avenue, Sparks. Nevada 
89431. Transferor: C. H. Miller, doing 
business as C. H. Miller Transportation, 
P.O Box 1776, Orovllle, California 96965. 
Applicants' representatives: Raymond A. 
Greene, Jr., 100 Pine Street, Suite 2550, 
San Francisco, California 94111. Author¬ 
ity sought for purchase by transferee of 
the operating rights of transferor, as set 
forth In Certificate No. MC 116881 (Sub- 
No. 2) and Certificate of Registration 
Nos. MC 116881 (Sub-No. 3) and MC 
116881 (Sub-No. 4). Issued December 4. 
1962. July 25, 1969, and March 5. 1971 
respectively, as follows: MC 116881 
(Sub-No. 2 >—General Commodities. Be¬ 
tween points in San Francisco. Califor¬ 
nia; Commodities requiring special han¬ 
dling by reason of their unusual size or 
weight, and in connection therewith, 
parts when included In the same ship¬ 
ment, Between recognized water termi¬ 
nals located on San Francisco Bay, at or 
South of San Francisco and Richmond. 
California, on the one hand. and. on the 
other, points within 100 miles of Son 
Francisco, including San Francisco; Be¬ 
tween railroad and inland water termi¬ 
nals within 100 miles of San Francisco, 
California, Including those In San Fran¬ 
cisco. on the one hand, and. on the other, 
points within 50 miles of such terminals; 
Between points in San Francisco. San 
Mateo. Santa Clara. Solano, Marin, Con¬ 
tra Costa. Sonoma, and Alameda Coun¬ 
ties. California: MC 116881 (Sub-No. 3) 
—Lumber and forest products as de¬ 
scribed in Item No. 660 of Original Pages 
52 and 53 of Minimum Rate Tariff No. 2. 
between the points and over the follow¬ 
ing routes: A. To. from and between 
points in Butte County, California and 
over the following routes: 1. Over U.8. 
Highway 99. 99 West and 99 East, within 
the confines of Butte County. 2. Points 
in Butte County 10 miles south of Vina. 
3. Points in Butte County between Chico 
and the Junction of State Highways 32 
and 36 via State Highway 32. B. Between 
those points and over those routes. In 
Butte County' as hereinabove specified 
in A. 1. 2 and 3 on the one hand, and on 
the other, the following named points 
and routes: 

l. Over U.S. Highway 99. 99W and 99E 
between the California-Oregon State line 
and Modesto. 2. Over U.S. Highway 97 
between the Califomia-Orcgon State line 
and Ui3. Highway 99. 3. Over State High¬ 
way 96 between U.S. Highway 99 and 
U.S. Highway 299. 4. Over UB. Highway 
101 between the California-Oregon 8tate 
Line and Its Junction with State High¬ 
way 36.5. Over U.S. Highway 199 between 
Callfornla-Oregon State line and Cres¬ 
cent City. 6. Over an unnumbered road 
between Callahan and Tower House. 
7. Over U.S. Highway 299 between U.S. 
Highway 101 and Alturas. 8. Over State 
Highway 89 between its Junction with 
State Highway 44 and UB. Highway 99. 
9. Over 8tatc Highway 44 between Red¬ 
ding and its Junction with State Highway 
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89. 10* Over Skate Highway 38 to a point 
thereon approximately one mile north¬ 
easterly of Westwood, thence over an 
unnumbered rood, between UB. Highway 
101 and Westwood. 11. Over U.S. High¬ 
way 40 between Sacramento and San 
Francisco. 12. Over UB. Highway 50 be¬ 
tween Stockton and San Francisco. 13. 
Over State Highway 12 between UB. 
Highway 40 and Napa. 14. Over State 
Highway 37 to Sears Point, thence over 
State Highway 48. between UB. Highway 
101 and UB. Highway 40. 15. Over UB. 
Highway 101 and 101 By-Pass between 
Uklah and San Jose. 16. Over State High¬ 
way 17 between Oakland and San Jose. 
17. Over an unnumbered road via San 
Francisco Bay’ Toll Bridge, between State 
Highway 17 and UB. Highway 101. 18. 
With the right to serve all points em¬ 
braced within the following laterals to 
the above-described routes: a Thirty- 
five miles north of Coming and Vina, and 
b. Ten miles south of Corning and Vina, 
and 19. Intermediate points within the 
above-described routes and laterals, c. 
Between those points and over those 
routes in Butte County as hereinabove 
specified in A. I, 2 and 3 on the one hand, 
and, on the other hand, the following 
named points and routes: 

1. Between Sacramento and Berkeley 
via State Highway 24. 2. Between San 
Jose and the Callfomia-Mcxican border 
via UB. Highway 101 and 101 Alternate. 
3. Between Modesto and the Califomia- 
Mexican border via UB. Highway 99 to 
Los Angeles, UB. Highway 80 to River¬ 
side, UB. Highway 395 to San Diego. 
UB. Highway 80 to El Centro, and UB. 
Highway 99 to the California-Mexican 
border. 4. Between UB. Highway 50. at 
its junction with State Highway 33 three 
miles easterly of Tracy, and Ventura, 
via State Highway 33 and U.S. Highway 
399. 5. Between Bakersfield and the 
California-Mexican border via UB. 
Highway 466 to its Junction with UB. 
Highway 395, thence via UB. Highway 
395 to its junction with UB. Highway 
99. thence via UB. Highway 99 to the 
California-Mexican border. 6. Between 
Chico and the Junction of State High¬ 
ways 32 and 36 via State Highway 32. 
7. Between Sacramento and the Call- 
foraia-Nevada 8tatc Unc via U.S. High¬ 
way 40. 8. Between Sacramento and the 
California-Nevada State Line via UB. 
Highway 50. 9. With the right to serve 
points adjacent to the above routes lo¬ 
cated within 35 miles laterally thereof: 
and 10. Between intermediate points. II. 
The commodities set forth in B. below: 
A. Between all points and places and 
over the routes specified, including all 
off-route points located within a radius 
of 10 miles laterally of the named high¬ 
ways. as follows: 

1. Marysville and Susanvillc via 
Alternate UB. Highway 40 and Cali¬ 
fornia 8tato Highways 89 and 36. 2. 
Marysville. Slcrraville. and Junction 
UB. Highway 395, via California StAte 
Highways 20. 49. 89 and Alternate U.8. 
Highway 40. 3. Susanvlllc and Junction 
Alternate UB. Highway 40 via UB. 
Highway 395. 4. Unnumbered highways 
and roads between Susanville, Walker- 


mine. Cascade, Qibsonvllle, Taylorville. 
Mohawk. Portola, Calplne, Challenge. 
La Porte, Bangor. Marysville, Hon- 
cut. Enterprise, Janesville. Englemlne. 
Genesee, Quincy, and Indian Falls. B. 
Commodities authorized are: Building 
or Paving Materials, Miscellaneous, and 
listed under that heading in Items Nos. 
15860 through 16870. Conduits. Drain 
Tile, Sewer Pipe, or Related Articles, 
Clay. Concrete or Earthen, as listed 
under that heading in Items Nos. 28980 
through 29210. Conduits, Pipe, Smoke¬ 
stacks. Tubing or Fittings, Other Than 
Clay, Concrete or Earthen, as listed 
under that heading in Items Nos. 29220 
through 30440. Electrical applicances or 
equipment, or parts named, as listed 
under that heading in Items Nos. 34020 
through 35425. Iron and steel articles, 
as listed under that heading in Items 
Nos. 53610 through 52290. Machinery or 
machines or parts named, as listed under 
that heading in Items Nos. 58470 

through 67392. Outfits, as listed under 
that heading in Items Nos. 73380 

through 74240. Railway material or 

equipment, as listed under that heading 
in Items Nos. 80835 through 82950. Ve¬ 
hicles. motor, as listed under that 

heading in Items Nos. 93315 through 
93440. Vehicle parts, as listed under that 
heading in Items Nos. 93445 through 
94790. Miscellaneous commodities, viz: 
Cement, hydraulic, masonry, mortar, 
natural or Portland. Culverts. Mine props 
or timbers. Tics, railroad. Tunnel seg¬ 
ments. 

Not*. —The term "Item*** m uaed above 
refers to the specified Item* an luted Id West¬ 
ern Classification No. 77. J. P. Hackler, Tar¬ 
iff Publishing Officer, on the Issue date 
thereof. Thla certificate of registration evi¬ 
dences a.right to engage In operations, in In¬ 
terstate or foreign commerce, as described, 
only Insofar as such operations do not dup¬ 
licate those authorised In Certificate No. 
MC-116881 (8ub-No 2) Issued by the In¬ 
terstate Commerce Commission. MC-116881 
(Sub-No. 4). 

I. (A) Property necessary or Incidental to 
the establishment. maintenance or disman¬ 
tling of oil, gas or water wells, pipe lines, re¬ 
fineries and cracking or casing head plants. 
(B) Material and equipment used in the con¬ 
struction of roads, damn and bridges. (C) 
Material and equipment used in the con¬ 
struction of and destined for power and 
compressor plants. Over and along the fol¬ 
lowing routes within the Counties of Alpine. 
Amador. Calaveras, El Dorado, Pre&no, Im¬ 
perial. Inyo. Kem. Kings. Los Angeles, 
Madera, Mariposa. Merced Mono. Monterey. 
Nevada. Orange. Placer. Riverside, San Be¬ 
nito. San Bernardino. Diego, San Lula 
Obispo, Santa Barbara. Sierra. Tulare. Tuo¬ 
lumne. and Vertura; (1) U.S. 101 and US. 
101 By-Pass between Oregon-California State 
line and California-Mexico I4ne; (2) U S. 99. 
99-E and 99 *W between Oregon-California 
State Line and Mexican Border, (i) U.S. 395 
between the Oregon-Callfornls State Line 
and the California-Nevada State Line, via 
Alt uras and Joh ns ton vllle; (4) State High¬ 
way 20 between Marysville. California, and 
Junction U.S. 40; (5) U.8. 40 between San 
Francisco and California-Nevada State Line; 
(6) U.S. 50 Between Sacramento, California, 
and California-Nevada State Line; (7) US. 
396 between Callfornla-Nevada State Line 
at Topaz Lake and Junction U.S. 66; (8) 
US. 66 between Lon Angelea and Needles, 
California; (9) UB 60 between Los Angeles, 


California, and California-Arizona State 
Line; (10) UB. 91 and 466 between Ban*tow 
and Nevada-Callfomla State Line; (II) UB. 
80 between San Diego and California-Arizona 
State Line; (12) State Highway 127 between 
Baker and Nevada-Callfornla State Line; 
with the right to make lateral departure* 
therefrom within a radius of 50 miles of such 
routes insofar as they authorize transporta¬ 
tion within the above California Counties. 

n. That the certificate herein granted is 
subject to the following conditions and 
Limitations; (A) Carrier shall not transport 
any shipment which shall carry a charge 
lower than applicable to a shipment of 10,000 
pounds. (B| Applicants shall not transport 
any shipments of lumber and forest products 
except In connection with the transporta¬ 
tion referred to in paragraph I (A) hereof 
(C) Carrier shall not transport any ahip- 
ments of Iron and steel articles and tin plate, 
having their origin or destination at Pitts¬ 
burg. California (D) Transportation per¬ 
formed under the authority herein granted 
shall be limited to commodities originating 
at or destined to an oil-well site, construc¬ 
tion site or storage yard. Transferee Is pres¬ 
ently authorized to operate as a common 
carrier under Certificate No. MC 133828 
Transferee has filed a convention application 
in connection with the above-described 
certificates of registration and has been 
docketed MC-133828 (8ub-No. 6) Transferee 
proposes to tack the rights to bo acquired 
herein with Its presently held rights at 
Truck©* and Roseville California. Application 
has not been filed for temporary authority 

No. MC-FC-76916. filed Januarv 7. 
1977. Transferee: MARIPOSA EX¬ 
PRESS. INC.. 201 West 15th Street. 
Merced. California 95340. Transferor: 
Jack Armas and Jean Armas, A Partner¬ 
ship. doing business as Mariposa Expre*^. 
201 West 15th Street, Merced. California 
95340. Applicant's representative: Eu¬ 
gene A Mash. Attorney at Law. 728 West 
19th Street. Merced. California 95340 
Authority sought for purchase by trans¬ 
feree of the operating rights of trans¬ 
feror. as set forth in Certificate of Reg¬ 
istration No. MC-96793 <8ub-Nb 1). is¬ 
sued March 25. 1970. and Certificate No. 
MC-96793 i Sub-No. 2), issued April 12. 
1972. ns follows: General freight over a 
specified route between Merced and Mid 
Pines, California and General commodi¬ 
ties with the usual exceptions over a 
specified regular route between Merced, 
Calif, and all points in Yosemite National 
Park. Calif, serving specified intermedi¬ 
ate points. 

Transferee presently holds no author¬ 
ity from this Commission. Application 
has not been filed for temporary au¬ 
thority under Section 210a(b>. 

No. MC-FC-7G945. filed January 24. 
1977. Transferee: FORWARDERS 

TRANSPORT. INC.. P.O. Box 1073. 
Secaucus, New Jersey 07094. Transferor 
C. O Potter, an Individual, d.b a. Mau¬ 
mee Express. P.O. Box 1073. Secaucus. 
New Jersey 07094. Applicants’ represent¬ 
ative: Charles J. Williams. Attorney at 
Ibw. 1815 Front St.. Scotch Plains. New 
Jersey 07076. Authority nought for pur¬ 
chase by transferee of the operating 
rights of transferor, as set forth in Cer¬ 
tificates No. MC-71593 and subnumbers 
2 and 3. Issued March 12. 1975. Decem¬ 
ber 8, 1976. and December 8, 1976. as 
follows: General commodities, (with ex¬ 
ceptions), From Newark, N.J.. to points 
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in that part of the New York. N.Y., Com¬ 
mercial Zone, as defined in Commercial 
Zones and Terminal Areas , 53 M.C.C. 
451. within which local operations may 
be conducted pursuant to the partial ex¬ 
emption of Section 203<b> (8> of the In¬ 
terstate Commerce Act (the “exempt” 
zone), also Prom New York. N.Y., to 
points in Union. Hudson. Essex. Bergen, 
and Passaic Counties. N.J. also Between 
points in that portion of the New York. 
N.Y., Commercial Zone, as defined in the 
fifth supplemental report in Commer¬ 
cial Zones and Terminal Areas, 53 M.C.C. 
451. within which local operations may 
be conducted pursuant to the partial ex¬ 
emption of Section 203(b) (8) of the In¬ 
terstate Commerce Act (the exempt 
zone) and Newark. N.J.. on the one hand, 
and, on the other, Cleveland. Toledo. 
Columbus, and Cincinnati. Ohio, Louis¬ 
ville. Ky.. Detroit Mich., and Indianapo¬ 
lis, Ind. with restrictions, also Between 
points in that part of the New York. 
N.Y., Commercial Zone as defined in the 
fifth supplemental report in Commercial 
Zones and Terminal Areas , 53 M.C.C. 
451, within which local operations may 
be conducted under the exemption pro¬ 
vided by Section 203(b)(8) of the Act 
(the “exempt” zone), and Newark. N.J., 
on the one hand. and. on the other, Chi¬ 
cago. HI.. St. Louis. Mo, and Milwaukee. 
Wls. with restrictions. Transferee pres¬ 
ently holds no authority from this Com¬ 
mission. Application has not been filed 
for temporary authority tmder Section 
210a* b). 

No. MC-FC-76958. filed February 2. 
1977. Transferee: WINTER TRUCK 
IJNES. INC., Mahnomen. Minnesota 
56557. Transferor: Leo Winter, an Indi¬ 
vidual. d/b/a Winter Truck Line, Mah¬ 
nomen, Minnesota 56557. Applicant’s 
representative: Clayton E. Schott. 
C.P.A., P.O. Box 68, Detroit Lakes. 
Minnesota 56501. Authority sought for 
purchase by transferee of the operating 
rights of transferor, ns set forth in Cer¬ 
tificate No. MC-135764 Sub-2, issued 
July 12. 1972, as follows: Malt beverages, 
over Irregular routes, from Milwaukee. 
Wls.. to Mahnomen, Minn. Transferee 
presently holds no authority from this 
Commission. Application has not been 
filed for temporary authority under Sec¬ 
tion 210a(b). 

No. MC-FC-76959. filed January 31, 
1977. Transferee: W. B. * L. TRUCKING 
* CARTAGE CO.. INC., 404 N. Midler 
Avenue, Syracuse. New York 13206. 
Transferor: Gordon Jackson, an indi¬ 
vidual. d/b/a Case Express. 200 Fairview 
Avenue. Manlius. New’ York 13104. Ap¬ 
plicant's representative: Joseph M. Kel¬ 
ley. Attorney at Law, 812 Syracuse- 
Kemper Bldg.. Syracuse. New* York 
13202, Authority sought for purchase by 
transferee of the operating rights of 
transferor, as set forth in Certificate No. 
MC-60175, issued June 12, 1941. as fol¬ 
lows: General commodities (with excep¬ 
tions) between Syracuse, N.Y., and 
Manilas, N.Y.: From Syracuse over New 
York Highway 5 to Fayetteville. N Y., 
thence over New York Highway 92 to 
Manlius, and return over the same route. 


Service is authorized to and from all 
intermediate points. Transferee pres¬ 
ently holds no authority from this Com¬ 
mission. Application has not been hied 
for temporary authority under Section 
210a(b). 

No. MC-FC-76974, filed February 11. 
1977. Transferee: HARRIS TRANSPOR¬ 
TATION CO., a Corporation. 14860 Sev¬ 
enth St. (Rear), Victorville, California 
92392. Transferor: Ralph L. Harris. 
Florence L. Harris, Glenn M. Harris, and 
Roberta S. Harris, a Co-partnership, 
dba. Harris Transportation Company. 
14860 Seventh 8t. (Rear), Victorville. 
California 92392. Applicant's representa¬ 
tive: R. Y. Schureman, Attorney at Law. 
1545 Wilshlre Blvd.. Los Angeles, Cali¬ 
fornia 90017. Authority sought for pur¬ 
chase by transferee of the operating 
rights of transferor, as set forth in Cer¬ 
tificate of Registration No. MC-121300 
Sub 1, and Certificate No. MC-121300 
Sub 3. issued August 13, 1969, and Sep¬ 
tember 6. 1974, respectively as follows: 
General commodities, with exceptions, 
between points in the specified Los An¬ 
geles Basin Territory. Also Bastnasite 
ore concentrate, with restriction, in bulk, 
over irregular routes, from the facilities 
of the Molybdenum Corporation of 
America at or near Mountain Pass. Cal. 
to points In San Bernardino County. Cal. 
Transferee presently holds no authority 
from this Commission. Application has 
not been filed for temporary authority 
under Section 210a<b>. 

No. MC-FC-76982. filed February 17. 
1977. Transferee: SAYRE TRUCKING 
COMPANY, A Corporation. 6101 S. Nar- 
ragansett Ave., Chicago. Illinois 60638. 
Transferor: Chester Pucilowskl dba. 
Sayre Fast Freight. 6101 S. Narragansett 
Ave., Chicago, Illinois 60638. Applicant's 
representative: Philip A. Lee. Attorney- 
at-law. 120 W. Madison 8t.. Chicago. 
Illinois 60602. Authority sought for pur¬ 
chase by transferee of the operating 
rights of transferor, as set forth In Cer¬ 
tificate of Registration No. MC-99935 
Sub-1, Issued October 31, 1963, which 
authorizes transportation to be con¬ 
ducted solely within the state of Illinois 
as follows: Roofing supplies, sheet steel 
light machinery, bakery and confection¬ 
ery products, household articles, pack¬ 
aged and crated freight within a radius 
of fifty (50) miles from 5531 SOUTH 
SAYRE AVENUE. CHICAGO 38. ILLI¬ 
NOIS, and to transport such property to 
or from any point outside of said au¬ 
thorized area of operation, for a shipper 
or shippers within such area. Transferee 
presently holds no authority from this 
Commission. Application has not been 
filed for temporary authority under Sec¬ 
tion 210a(b). 

No. MC-FC-76991, filed February 28. 
1977. Transferee: ARTHUR E. PA MIN. 
JR. AND STEVEN V. B1DLAKE. doing 
business as Molitor Trucking, 6450 High¬ 
way 10 West. Missoula, Mo. 59801. Trans¬ 
feror: M. S. Molitor. doing business as 
Molitor Trucking. P.O. Box 259, Boulder. 
MT 59632. Applicants' representative: 
Charles A, Murray. Jr.. Attorney-at-Law. 
Room 207A Behner Building, 2822 Third 


Avenue North. Billings, MT 59101 Au¬ 
thority sought for purchase by transferee 
of the operating rights of transferor set 
forth in Certificates Nos. MC-135846 
(Sub-No. 1). and MC-135846 (Sub-No. 
3>. issued March 8. 1973. and October 12. 

1976, respectively, as follows: Malt Bev¬ 
erages. in containers, from San Fran¬ 
cisco, Calif., to points in Idaho. Montana. 
Nevada, Oregon, Utah, and Washington, 
and from Vancouver, Wash., to points In 
Idaho, Montana, Utah, and Washington; 
empty containers and container tops and 
related packaging material, between San 
Francisco, Calif.. Vancouver, Wash., and 
Portland, Orcg.; malt beverages, in con¬ 
tainers. from Azusa and Los Angeles. 
Calif., and points in its commercial zone 
as defined by the Commission, to points 
In Montana: and Juicles and mixes, from 
Hayward and Sacramento. Calif., to Bill¬ 
ings, Bozeman. Butte. Helena, Living¬ 
ston. and Missoula. Mont. Transferee 
presently holds no authority from this 
Commission. Application has been filed 
for temporary authority under section 
210a(b). 

No. MC-FC-76992. filed February 24, 

1977. Transferee: SINDALL TRANS¬ 
PORT INC., 15 Lewis Road. Guelph, 
Ontario, Canada. Transferor: Donald M. 
Sindall and Glenn J. Yantzi, doing busi¬ 
ness as Don M. Sindall Transport, 15 
Lewis Road. Guelph, Ontario, Canada. 
Applicants’ representative: S. Harrison 
Kahn. Attorney-at-Law. Suite 733 In¬ 
vestment Building. Washington, D.C. 
20005. Authority sought for purchase by 
transferee of the operating rights of 
transferor set forth in Certificates Nos. 
MC-115078 and MC-115078 (Sub-No. 6). 
issued January 15, 1960 and April 26. 
1974. respectively, as follows: Agri¬ 
cultural machinery, implements, and 
parts, other than hand (except com¬ 
modities the transportation of which, 
because of size or weight, require the use 
of special equipment), from New Hol¬ 
land, Mountville. Belleville, Intercourse 
and Lancaster, Pa., to the ports of entry 
on the United States-Canada Boundary 
line in New York, New Hampshire, and 
Vermont, restricted to traffic moving to 
points In Canada; rough sawed lumber, 
from the United Statcs-Cnnada Bound¬ 
ary line, at Buffalo and Niagara Falls. 
N.Y.. to points in New York and Pennsyl¬ 
vania. and from points in Pennsylvania, 
to the United States-Canada Boundary 
line, at Buffalo and Niagara Falls, N.Y.: 
and (1) agricultural industrial, and 
construction machinery and equipment, 
and attachments for and equipment 
designed for use with such machinery’ 
and equipment, (2> such machinery and 
•equipment as is dealt in by lawn and 
garden dealers, and trailers designed 
for the transportation of such 
machinery, and (3) attachments, acces¬ 
sories. parts, and supplies used in and 
for the manufacture, repair, and 
assembly of the commodities described 
in (1) and (2) above in mixed loads with 
the commodities described in (1) and 
(2) above, from the plant sites of the 
New Holland Division, Sperry Rand 
Corporation, at New Holland, Mount¬ 
ville, and Belleville, Pa., to ports of entry 


FEDERAL REGISTER, VOL. 42. NO. 55—TUESDAY, MARCH 22. 1977 






13500 


NOTICES 


on the United States-Canada Boundary 
line, located at points in New York, New 
Hampshire, and Vermont, restricted 
against the transportation of com¬ 
modities which because of their size and 
weight require the use of special equip¬ 
ment. Transferee presently holds no 
authority from this Commission. Appli¬ 
cation has not been filed for temporary 
authority under Section 210a(b). 

Rob eht L. Oswald. 

Secretary. 

|PR Doc 77 8603 Filed *-21-77.8*45 am| 


(Notice No. 135) 

MOTOR CARRIER BOARD TRANSFER 
PROCEEDINGS 

March 21. 1977. 

Synopses of orders entered by Division 
3 of the Commission pursuant to sections 
212(b). 206(a). 211. 312(b). and 410(g> 
of the Interstate Commerce Act. and 
rules and regulations prescribed there¬ 
under < 49 CFR Part 1132). appear below: 

Each application (except as otherwise 
specifically noted) filed after March 27. 
1972. contains a statement by applicants 
that there w r ill be no significant effect 
on the quality of the human environment 
resulting from approval of the applica¬ 
tion. As provided in the Commission s 
General Rules of Practice any interested 
person may file a petition seeking recon¬ 
sideration of the following numbered 
proceedings on or before April 11. 1977. 
Pursuant to section 17(8> of the Inter¬ 
state Commerce Act. the filing of such 
a petition will postpone the effective date 
of the order in that proceeding pending 
Us disposition. The matters relied upon 
by petitioners must be specified in their 
petitions with particularity. 

No. MC-FC-75879. By order entered 
February 24. 1977. Division 3. acting as 
an Appellate Division, granted the au¬ 
thority sought by Hughes Refrigerated 
Express, Inc., to tack the various in¬ 
dividual portions of the authorities 
previously evidenced by certificates No. 
MC 105782 (Sub-Nos. 3. 4. and 7). and 
now evidenced by Certificate No. MC 
105782 (Sub-No. 3). in order to perform 
through motor common carrier service. 
The authority set forth in Certificate No, 
MC 105782 (Sub-No. 3) is as follows: 

Irregular Routes 

Frozen foods . and fresh , cold-packed, 
and partially frozen fruits, berries, and 
vegetables when transported in the same 
vehicle and at the same time with the 
preceding commodities: Between Phila¬ 
delphia and Doylestown, Pa.. Camden, 
Beach Haven, and Brant Beach. NJ.. 
and Crisficld, Md.. between Crisflcld. 
Md.. on the one hand. and. on the other, 
points in New Jersey. New York, and 
Pennsylvania: between Philadelphia and 
Doyles town. Pa., Camden. Beach Haven, 
and Brant Beach, N.J., on the one hand, 
and. on the other, points in Connecticut. 
Delaware. Florida. Georgia, Illinois, 
Indiana. Kentucky, Maine, Maryland, 
Massachusetts, Michigan. Missouri, New 
Jersey, New York. North Carolina. Ohio. 


Pennsylvania, Rhode Island, South Caro¬ 
lina. Virginia. Tennessee, Wisconsin, and 
the District of Columbia. 

Frozen fruits and frozen fruit purees, 
and fresh. eold~packed, and partially 
frozen fruits, berries, and vegetables 
when transported in the same vehicle 
and at the same time with the preceding 
commodities: From Cincinnati, Ohio, 
and points in that part of Kentucky and 
Tennessee on and west of a line begin¬ 
ning at Louisville. Ky.. and extending 
along U.8. Highway 31-E to Junction 
UB. Highway 31. and thence along UB. 
Highway 31 to the Tennessee-Alabama 
State line, to points in Massachusetts, 
Connecticut, Rhode Island. New York. 
New Jersey. Pennsylvania, Ohio. Mary¬ 
land. Virginia, and the District of Co¬ 
lumbia. with no transportation for com¬ 
pensation on return except as otherwise 
authorized: from points in Arkansas, to 
points in New York. New Jersey and 
Pennsylvania, with no transportation for 
compensation on return except as other¬ 
wise authorized. 

Frozen fruits and fresh , cold-packed, 
and partially frozen fruits, berries, and 
vegetables when transported in the same 
vehicle and at the same time with the 
preceding commodities: From Chicago. 
Til.. Lafayette. Ind.. and points in the 
Lower Peninsula of Michigan, to points 
in Massachusetts, Connecticut, New 
York, Ne«v Jersey, Pennsylvania. Mary¬ 
land, Virginia, and the District of Co¬ 
lumbia. with no transportation for com¬ 
pensation on return except as otherwise 
authorized; from Erie. North East, 
Green castle, and Hanover. Pa., to New 
York. N.Y.. and Newark. Woodbridge. 
and Haddoufleld. N J.. with no transpor¬ 
tation for compensation on return except 
as otherwise authorized: from points in 
that part of New York on and west of a 
line beginning at Oswego. N.Y., and ex¬ 
tending along UB. Highway 104 to Junc¬ 
tion New York Highway 38. thence south 
along New York Highway 38 to Auburn, 
N Y., thence west along UB. Highway 20 
to Geneva, N.Y., and thence south along 
New York Highway 14 to the New York- 
Pennsylvania State line, to New York, 
N.Y„ and points In Pennsylvania and 
New Jersey, with no transportation for 
compensation on return except as other¬ 
wise authorized. 

Frozen vegetables, and fresh . cold- 
packed. and partially frozen fruits, ber¬ 
ries, and vegetables when transported in 
the same vehicle and at the same time 
with the preceding commodities: From 
Erie. North East, Greencastlo, Hanover, 
and BiglervUJe. Pa. to New York. N.Y.. 
and Newark and Haddonfield, N.J., with 
no transportation for compensation on 
return except as otherwise authorized: 
from points in that part of New* York on 
and west of a line beginning at Oswego, 
N.Y.. and extending along U.8. Highway 
104 to junction New York Highway 38 
thence south along New York Highway 
38 to Auburn. N.H., thence west along 
U.8. Highway 20 to Geneva. N.Y., and 
thence south along New York Highway 
14 to the New York-Pcnnsylvania State 
line to New York. N.Y., and points in 
Pennsylvania. New Jersey, and the Dis¬ 


trict of Columbia, with no transportation 
tion for compensation on return except 
as otherwise authorized; from Hanover. 
Pa., to Landover and Baltimore. Md.. 
and points in New Jersey and the Dis¬ 
trict of Columbia, with no transportation 
for compensation on return except as 
otherwise authorized; From Bay City. 
Mich., to points in New Jersey. Pennsyl¬ 
vania. New York, Connecticut. Massa¬ 
chusetts, Maryland, Virginia, and the 
District of Columbia, with no transporta¬ 
tion for compensation on return except 
as otherwise authorized; from Rockland 
and Camden. Maine, to New York, N.Y.. 
Haddonfield and Newark. N.J. and 
points in Pennsylvania, with no trans¬ 
portation for comj>cnsation on return 
except as otherwise authorized; from 
Southhampton, pa., to Portland. Maine. 
Watertown and Springfield. Mass., Prov¬ 
idence. Rl, New London and New 
Haven, Conn., Ossining. Milton. New 
York. White Plalro, Newburgh, Syra¬ 
cuse. Rochester, and Albany. N.Y.; 
Camden. Newark, Jersey City, and 
Bayonne. N.J., Baltimore. Md- Wash¬ 
ington, DC., Richmond and Norfolk, Va.. 
Jacksonville. Fla.. Chicago. 11L, Detroit. 
Mich., and Kansas City. Mo., with no 
trimsi>ortation for compensation on re¬ 
turn except as otherwise authorized. 

Frozen strawberries . and fresh, cold- 
pneked, and partially frozen fruits, ber¬ 
ries, and vegetables when transported in 
the same vehicle and at the same tim* 
with the preceding commodities: From 
Plant City, Fla., to Paterson and Newark. 
N.J.. and New York. Utica, and Nyack. 
N.Y., with no transportation for com¬ 
pensation on return except as otherwise 
authorized. 

Frozen peaches, and fresh, cold-packed 
and partially frozen fruits . berries and 
vegetables when transported in the same 
vehicle and at the some time with the 
preceding commodities: From Fort Val¬ 
ley and Montesmma. Go., Spartanburg. 
S.C- and Hamlin. N.C., to Paterson and 
Newark. N.J.. and New' York. Utica, and 
Nyack. N.Y., with no transportation for 
compensation on return except as other¬ 
wise authorized. 

Frozen applies, and fresh, cold-packed 
and partially frozen fruits, berries . and 
vegetables when transported in the same 
vehicle and at the same time with the 
preceding commodities: From Winches¬ 
ter. Va.. to Paterson and Newark. N J 
and New York. Uttcn and Nyack. N.Y 
with no transportation for compensation 
on return except as otherwise author¬ 
ized: from Corzet, Vn„ to Paterson and 
Newark. N.J.. New York. Utica, and 
Nyack. N.Y.. and Boston and Brockton 
Mass., with no transportation for com¬ 
pensation on return except as otherwise 
authorized. 

Frozen fruit purees, and fresh, cold- 
packed . and partially frozen fruits, ber¬ 
ries. and t>egctables , when transported 
in the same vehicle and nt the same 
with the preceding commodities: From 
Baltimore. Md.. to Paterson and 
Newark. NJ.. and New York. Utica, and 
NJrack. N.Y., with no transportation for 
compensation on return except as other¬ 
wise authorized. 
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Frozen fruits . frozen vegetables, frozen 
purees, and mincemeat, and fresh, cold- 
packed. and partially frozen fruits, ber¬ 
ries. and vegetables when transported in 
the same vehicle and at the same time 
with the preding commodities: From 
Haddonficld and Gloucester. N.J.. to 
Chicago. 111., Miami and Jacksonville. 
Fla.. Wilmington. Del., Portland. Maine. 
Charlotte. N.C.. Atlanta, Ga.. Kansas 
City and St. Louis. Mo., and points in 
Maryland. Virginia, Ohio. Pennsylvania. 
New York, Connecticut, Massachusetts, 
and the District of Columbia, with no 
transportation for compensation on re¬ 
turn except as otherwise authorized, 
from Lemoyne, Pa., to points in New 
Jersey, and Haddonfield and Gloucester, 
N.J., Chicago, Ill.. Miami and Jackson¬ 
ville, Fla., Wilmington. Del.. Portland, 
Maine. Charlotte, N.C.. Atlanta, Ga.. 
Kansas City and St. Louis, Mo., and 
points in Maryland. Virginia, Ohio. New 
York. Connecticut, Massachusetts, and 
the District of Columbia, with no trans¬ 
portation for compensation on return 
except as otherwise authorized. 

Frozen fruits, frozen vetetables. and 
frozen fruit purees . and fresh, cold- 
packed, and partially frozen fruit, ber¬ 
ries, and vegetables when transported in 
the same vehicle and at the same time 
with the preceding commodities: From 
Braddock. N.J., to Miami and Jackson¬ 
ville, Fla.. Knoxville. Tcnn, Winston- 
Salem and Charlotte, N.C.. Atlanta. Ga., 
Richmond and Charlottesville. Va., I And¬ 
over and Baltimore. Md., Columbus. Mar¬ 
tins Ferry, Cleveland and Akron, Ohio, 
Union town. Washington, and Pittsburgh. 
Pa., New York. Rochester, and Schenec¬ 
tady. N.Y„ and Cambridge. Boston, and 
Worcester. Mass., and the District of Co¬ 
lumbia. with no transportation for com¬ 
pensation on return except as otherwise 
authorized. 

Frozen meat pies. frozen chicken pies, 
frozen fish pies, and frozen chicken cro¬ 
quettes, and fresh, cold-packed, and par¬ 
tially frozen fruits , berries , and 
vegetables when transported in the same 
vehicle and at the same time with the 
preceding commodities: Prom Plum- 
steadville. Pa . to Baltimore. Salisbury, 
and Landover. Md., Milford and Wilming¬ 
ton. Del., Cleveland and Youngstown, 
Ohio. Providence. R.I.. and points in 
New Jersey. New York. Connecticut. 
Massachusetts, and the District of Co¬ 
lumbia. with no transportation for com¬ 
pensation on return except as otherwise 
authorized. 

Frozen berries, and fresh, cold-packed, 
and partially frozen fruits, berries, and 
vegetables when transported in the same 
vehicle and at the same time with the 
preceding commodities: From points in 
the Lower Peninsula of Michigan, to 
points in Massachusetts. Connecticut, 
New York. New Jersey. Pennsylvania, 
Maryland, Virginia, and the District of 
Columbia, with no transportation for 
compensation on return except as other¬ 
wise authorized. 

Frozen hors d'oeuvres and frozen 
pastry products, and fresh cold-packed, 
and partially frozen fruits, berries, and 
wgetables when transported in the same 


. vehicle and at the same time with the 
preceding commodities: From Jersey 
City, N.J., to Boston, Cambridge, and 
Worcester. Mass., New’ Haven. Walling¬ 
ford. Bridgeport, and Norwalk. Conn.. 
Buffalo. Rochester. Syracuse, Albany. 
Elmira. Troy, and West Point. N.Y.. 
Harrisburg. Philadelphia, Pittsburgh. 
Carnegie, Easton, and Wilkes-Barre. 
Pa.. Baltimore. Md.. Washington. D.C., 
Miami and Tampa, Fla., Cleveland and 
Cincinnati, Ohio, Detroit, Mich., Chi¬ 
cago, HI.. South Bend, Ind.. and Milwau¬ 
kee, Wis., with no transportation for 
compensation on return except as other¬ 
wise authorized. 

Frozen potato products . and fresh , 
cold-packed, and partially, frozen fruits, 
berries, and vegetables when transported 
in the same vehicle and at the same time 
with the preceding commodities: From 
Philadelphia, Pn., to Providence. R.I.. 
Miami. Fla., Cleveland. Ohio, BulTalo. 
N.Y., Detroit, Mich., Syracuse. N.Y.. 
Indianapolis, South Bend, and Fort 
Wayne. Ind., and St, Louis, Mo., with no 
transportation for compensation on re¬ 
turn except as otherwise authorized. 

Frozen fruits frozen berries, and fro¬ 
zen vegetables; between points in Penn¬ 
sylvania; from points in Tennessee, to 
points in New York, with no transporta¬ 
tion for compensation on return except 
as otherwise authorized; from points in 
Delaware, Michigan, and New York, to 
points in Pennsylvania, with no trans¬ 
portation for compensation on return 
except as otherwise authorized; from 
points in Michigan, to New York. N.Y., 
and Washington, D.C., with no trans¬ 
portation for compensation on return 
except as otherwise authorized; from 
points in New York, to Baltimore. Md.. 
Washington. D.C., and Camden, N.J., 
with no transportation for compensa- 
sion on return except as otherwise au¬ 
thorized. 

Frozen fruits , frozen berries, and fro¬ 
zen vegetables, and when moving in the 
same vehicle nnd at the same time with 
frozen fruits and frozen berries, frozen 
vegetables, or bananas, seafood and sea¬ 
food products the transportation of 
which is exempt from economic regula¬ 
tion under the Interstate Commerce 
Act; from points in Pennsylvania, to 
Denver. Colo., Milton, Del., Washington. 
D.C.. Chicago. Ill.. Detroit, Mich, and 
Providence R.I., and to points in Con¬ 
necticut. Maryland. Massachusetts, New 
Jersey. New York. Ohio. Virginia, and 
points in that part of West Virginia on 
the west of U. 8. Highway 119. with no 
transportation for compensation on re¬ 
turn except as otherwise authorized. 

Bananas: From Philadelphia. Pa., to 
Chicago, HI., Boston. Mass.. Cleveland. 
Ohio, and Utica, N.Y., with no transpor¬ 
tation for compensation on return ex¬ 
cept as otherwise authorized. 

Frozen foodstuffs , in containers. In 
vehicles equipped with mechanical 
refrigeration: From the facilities of 
Stouffer Foods, Division of Litton In¬ 
dustries at or near Cleveland, Ohio, to 
Points in Pennsylvania, Maryland, New 
Jersey, New York, Connecticut. Massa¬ 
chusetts, and the District of Columbia. 


with no transportation for compensa¬ 
tion on return except as otherwise au¬ 
thorized; from the facilities of StoufTer 
Foods. Division of Litton Industries, at 
King of Prussia. Pa., to the facilities of 
Stouffer Foods, Division of Litton In¬ 
dustries at or near Cleveland, Ohio, and 
Syracuse. N.Y., and to points in New* 
Jersey. Maine, Massachusetts. Con¬ 
necticut. Rhode Island. Maryland, and 
the District of Columbia, with no trans¬ 
portation for compensation on return 
except as otherwise authorized. 

Restriction 

The authority granted under the two 
territory descriptions next-above arc 
restricted to the transportation of ship¬ 
ments originating at the facilities of 
Stouffer Foods, Division of Litton In¬ 
dustries at King of Prussia, Pa., or at or 
near Cleveland, Ohio. 

Any interested person may file a peti¬ 
tion for within 30 days of the date of this 
notice. 

Robert L. Oswald, 

Secretary. 

|FR Doe 77A504 Filed 3-21~77;8:45 am] 


(Notice 1371 

MOTOR CARRIER TRANSFER 
PROCEEDINGS 

March 22, 1977. 

Application filed for temporary au¬ 
thority under Section 210a<b) in connec¬ 
tion with transfer application under Sec¬ 
tion 212a(b> in connection with trans¬ 
fer application under Section 212a(b) 
and Transfer Rules, 49 CFR Part 1132. 

No. MC-FC 77022. By application filed 
March 11. 1977, INTERNATIONAL 

TRAILER TRANSPORT, INC., 796 Fre- 
Unghuysen Avenue, P.O. Box 4007, New¬ 
ark. NJ. 07112, seeks temporary au¬ 
thority to transfer a portion of the op¬ 
erating rights of L.J.P. Truck Lines, Inc.. 
273 Meserole Street, Brooklyn. N.Y. 
11222. under section 210a<b). The trans¬ 
fer to International Trailer Transport. 
Inc., of a portion of the operating rights 
of L.J.P. Truck Lines, Inc., is presently 
pending. 

By the Commission. 

Robert L. Oswald. 

Secretary. 

(FR Doc.77 8493 Filed 3 21-77;8:45 «n| 


(Notice 138| 

MOTOR CARRIER TRANSFER 
PROCEEDINGS 

March 22,1977. 

Application filed for temporary au¬ 
thority under Section 210a<b> in con¬ 
nection with transfer application under 
Section 212a<b> in connection with 
transfer application under Section 212a 
ib) and Transfer Rules, 49 CFR Part 
1132: 

No. MC-FC 77024. By application filed 
MArch 15, 1977, FROST TRUCK 

LINES. INC., 14751 Boyle Avenue. Fon¬ 
tana, CA 92335, seeks temporary author¬ 
ity to transfer the operating rights of 
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MARY FROST. (Secured party in Xore- 
closure of Tiger Transportation Inc. MC- 
140186). 2321 21st Street W., Billings, 
MT 59102. under section 210a(b>. The 
transfer to FROST TRUCK LINES, INC., 
of the operating rights of MARY FROST 
• Secured party in foreclosure of Tiger 
Transportation Inc. MC-140186). Is pres¬ 
ently pending. 

By the Commission. 

Robert L. Oswald. 

Secretary. 

I PR Doc 77-8494 Piled 3 -21-77:8:45 am| 


l No. 354781 

NORTH CAROLINA INTRASTATE RAIL 
FREIGHT RATES AND CHARGES—1976 

Petition for Investigation of Rates 

In the mutter of petition for investi¬ 
gation of intrastate freight rates and 
charges within the State of North Caro¬ 
lina. 

By Joint petition authorised under 
section 13(3) of the Interstate Com¬ 
merce Act, filed November 18. 1976, peti¬ 
tioners Class I rail carriers 1 subject to 
Part I of the Interstate Commerce Act, 
and also operating In Intrastate com¬ 
merce in the State of North Carolina, re¬ 
quest that this Commission institute an 
investigation of their North Carolina In¬ 
trastate freight rates and charges, un¬ 
der section 13(4)♦ 13(5). and 15a oT the 
Interstate Commerce Act, wherein they 
will seek an order authorizing them to 
increase such rates and charges in the 
same amounts approved for Interstate 
application by this Commission in Ex 
Parte No. 318, Increased Freight Rates 
and Charges—1976. 

By tariff filed on April 14, 1976, with 
the North Carolina Utilities Commission, 
petitioners sought to make the increases 
granted in Ex Parte 316. supra, applica¬ 
ble on North Carolina Intrastate traffic, 
effective May 20, 1976, Following a hear¬ 
ing regarding said tariff, the North Caro¬ 
lina Utilities Commission on October 27. 
1976. Issued an order denying the in¬ 
creases. 

Petitioners contend that present inter¬ 
state freight rates from. to. and within 
North Carolina are Just and reasonable 
and that the proposed intrastate rates 


‘Carolina. Cl Inch field and Ohio RaUway; 
LouUvllle and NoahvlUo Railroad Company; 
Norfolk and Western Railway Company; 
Norfolk Southern Railway Company; Sea¬ 
board Count Lina Railroad Company; and 
Southern Railway Company. 


will not exceed a Just and reasonable 
level; that transportation conditions for 
Intrastate traffic in North Carolina arc 
not more favorable than for Interstate 
traffic; that traffic moving under pres¬ 
ent North Carolina intrastate ndl freight 
rates and charges fails to provide its 
fair share of earnings; and. that the 
present North Carolina intrastate rail 
freight rates and charges create undue 
and unreasonable advantage, preference, 
and prejudice between persons and lo¬ 
calities in intrastate commerce within 
North Carolina and interstate and for¬ 
eign commerce, and result In undue, un¬ 
reasonable, and unjust discrimination 
against and on undue burden on inter¬ 
state commerce In violation of section 
13 and 15a of the Interstate Commerce 
Act to the extent that they do not in¬ 
clude the increases authorised in Ex 
Parte No. 318. supra. 

Under section 13(4) and 13<5> of the 
Interstate Commerce Act, this Commis¬ 
sion Is directed to institute an Investiga¬ 
tion Into the lawfulness of intrastate 
rail freight rates and charges upon filing 
of a petition by the railroads pursuant 
to section 13(3) of the Act. after the 
appropriate State agency has reached a 
final decision or has failed to act within 
120 days after a carrier by railroad has 
filed with such appropriate state body 
a change In an intrastate rate. fare, 
or charge for the purpose of adjusting 
such rate, fare, or charge to the rate 
charged on similar traffic moving In In¬ 
terstate or foreign commerce. This Com¬ 
mission may act notwithstanding the 
laws or constitution of any State, or the 
pendency of any proceeding before any 
State court or other State authority. We 
note the failure of the North Carolina 
Utilities Commission to act within 120 
days after filing by petitioners for an 
appropriate change in intrastate rates, 
vesting our jurisdiction. 

Wherefore, and good cause appearing 
therefor; 

It is ordered , That the petition be. and 
it Is hereby, granted; and that an In¬ 
vestigation. under sections 13 and 15a of 
the Interstate Commerce Act. be. and 
it is hereby, instituted to determine 
whether the North Carolina Intrastate 
rail freight rates in any respect cause 
any unjust discrimination against or any 
undue burden on interstate or foreign 
commerce, or cause undue or reasonable 
advantage, preference, or prejudice as 
between persons and localities in intra¬ 
state commerce and those in interstate 
or foreign commerce, or are otherwise 
unlawful, by reason of the failure of 
such rates and charges to Include the 


full increases authorized for interstate 
application by this Commission in Ex 
Parte No. 318. supra; and to determine if 
any rates or charges, or maximum or 
minimum charges, or discrimination, 
undue burden, or other violation of law. 
found to exist. 

It is further ordered . That all common 
carriers by railroad operating in the 
State of North Carolina, subject to the 
jurisdiction of the Commission, be. and 
they are hereby, made respondents to 
this proceeding. 

It is further ordered , That all persons 
who wish to actively participate in this 
proceeding and to file and receive copies 
of pleadings shall make known that fact 
by notifying the Office of Proceedings. 
Room 5342. Interstate Commerce Com¬ 
mission. Washington, D.C. 20423, on or 
before April 6, 1977. Although individual 
participation Is not precluded, to con¬ 
serve time and to avoid unnecessary ex¬ 
pense. persons having common interests 
should endeavor to consolidate their 
presentations to the greatest extent 
possible. The Commission desires partici¬ 
pation of only those who intend to take 
an active part in the proceeding. 

It is further ordered . That as soon os 
practicable after the date of indicating 
a desire to participate in the proceeding 
has passed, the Commission will serve a 
list of names and addresses of all persons 
upon whom service of all pleadings must 
be made and that thereafter this pro¬ 
ceeding will be assigned for oral hearing 
or handling under modified procedure. 

And is is further ordered . That a copy 
of this order be served upon each of the 
petitioners herein; that the State of 
North Carolina be notified of the pro¬ 
ceeding by sending copies of this order 
of the Instant petition by certified mall 
to the Governor of the State of North 
Carolina and the North Carolina Utili¬ 
ties Commission: and that further noti¬ 
fication of this proceeding be given to 
the public by depositing a copy with the 
Director. Office of the Federal Register, 
for publcatlon in the Fedxsal Reglstkr 

This is not a major Federal action sig¬ 
nificantly affecting the quality of the 
human environment within the meaning 
of the National Environmental Policy 
Act of 1969. 

Dated at Washington. DC.. this 9th 
day of March. 1967. 

By the Commission, Commissioner 
Hardin. 

Robert L. Oswald, 
Secretary. 

fra Doc 77-8498 Filed 3-21-77:8:45 am] 
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DEPARTMENT OF HEALTH. 
EDUCATION. AND WELFARE 
Office of Education 
[45 CFR Part 115] 

SCHOOL ASSISTANCE IN FEDERALLY 
AFFECTED AREAS 

Proposed Rulemaking 

Interim regulations for treatment of 
payments under State equalization pro¬ 
grams were published in the Federal 
Register on June 25. 1976 <41 FR 26320 >. 
A notice of proposed rulemaking was 
published in the same document <41 FR 
26330) proposing an alternate qualify¬ 
ing test based on the principle of fiscal 
neutrality. Interested parties were in¬ 
vited to comment on the proposed rule. 
Due to complexities of interpreting the 
proposed rule as it relates to a aide 
variety of public school financing pro¬ 
grams. the proposed rule is being re¬ 
published with additional clarifying de¬ 
tail for additional public comment simul¬ 
taneously with the publication of final 
regulations. 

A. Summary or Statutory Amendment 
and Final Reductions 

1. Effect o/ Pub . L. 93-380. Section 305 
(a)(2) (effective for Fiscal Year 1976 
and thereafter) of Pub. L. 93-380 
amended section 5(d) of Pub. L. 81-874 
to permit States to take into account 
payments under Title I of that Act in de¬ 
termining the relative financial resources 
available to local educational agencies 
and relative financial need of those agen¬ 
cies if the State has in effect a program 
of State aid for free public education de¬ 
signed to equalize expenditures among 
local educational agencies in the State. 
However, Pub. L. 81-874 payments may 
be so taken into account only In the pro¬ 
portion that local revenues covered by 
those programs are of total local reve¬ 
nues for education. This proposed rule 
establishes an alternate qualifying test 
for determining whether a State has in 
effect such a program. 

2. Proposed additional qualifying 
standard. It was apparent from a num¬ 
ber of inquiries that the proposed fiscal 
neutrality standard was not well under¬ 
stood and that a substantial amount of 
clarifying detail should be added. Addi¬ 
tional detail is added to i 115.64 and also 
to the appendix. The purpose of the 
standard, however, remains the same. As 
stated in the preamble to the proposed 

rule, that purpose was and still is. 

to measure those school finance systems 
such as so-called power equalizing pro¬ 
grams. which allow for variances in edu¬ 
cational expenditures based on local 
choice but not on local wealth.’* 

One change was to modify the title to 
a more accurately descriptive term 
•‘wealth neutrality”. Additional detail 
was provided regarding how “leeway” or 
local unmatched funds arc analyzed for 
wealth neutrality, how the matched or 
equalized portion is analyzed, and how 
other State funds are analyzed. Also in¬ 
cluded are provisions which are designed 
to measure the effects of unequal budget 
and expenditure restraints which prevent 


full participation by some districts in the 
equity features of the program. Addi¬ 
tional interpretative items have been 
added to the appendix along with exam¬ 
ples of how analyses will be made. 

In view of the fact that the removal of 
local taxable wealth by the Federal ac¬ 
quisition of real property is one of the 
primary reasons for payments under the 
Act, the well researched principle that 
differences in local expenditures for edu¬ 
cation are significantly related to dif¬ 
ferences in local wealth, and that differ¬ 
ences in student needs and local choice 
may require significantly different ex¬ 
penditures, the Commissioner feels that 
a test of the degree to which a Stale has 
removed local taxable wealth advantages 
or disadvantages is fair and appropriate 
alternative test under section 5(d) (2) of 
the Act. 

A basic notion underlying the “power 
equalizing” type of school financing pro¬ 
gram is that of giving to each local edu¬ 
cational agency the same power to raise 
revenues for education. Stated another 
way. the same local tax effort should 
yield the same revenues for education. 
This equal cffoH-equal yield principle 
is the essential feature of any such pro¬ 
gram with equal yield Interpreted as an 
equal educational opportunity which may 
or may not mean equal dollars depending 
on possible differences in student needs 
or differences In costs of equal opportu¬ 
nities. f 

To measure the degree to which this 
equal effort-equal yield principle is in 
effect In a program, not only must the 
yields and efforts of local educational 
agencies be analyzed but any restraint 
on effort which makes equal yields im¬ 
possible must also be considered. Thus, 
the standard is designed to measure as 
not wealth neutral both revenues which 
represent unequal yields for equal effort 
and revenues not obtainable by some 
local educational agencies but obtained 
by others, because of budget and ex¬ 
penditure constraints imposed by the 
State. 

The wealth neutrality standard is set 
at 85 percent. While most authorities 
who have studied educational finance 
agree that substantial expenditure dif¬ 
ferences, because of differences in stu¬ 
dent needs and costs, may be necessary 
in order to provide equal educational 
opportunity, there is near consensus that 
differences in local educational agency 
taxable wealth should not be allowed to 
determine large differences in educa¬ 
tional expenditures. Three national 
groups in recent years, the National 
Education Finance Project, the Advisory 
Council on Intergovernmental Rela¬ 
tions. and the President's Commission 
on School Finance, suggested that a 
modest leeway, based on local wealth. Is 
reasonable. Based on an average $1200 
expenditure per pupil and 85 percent 
wealth neutrality, no more than $180 per 
pupil, on the average, could be realized by 
a local wealth advantage. As dlcusscd 
above, this difference is unlikely to cause 
significant differences in the quality 
of an educational program. It is possi¬ 
ble under a program meeting the neu¬ 


trality standard for a few expenditure 
differences to be substantially greater 
than the average. 8uch differences could 
only affect a small portion of the pupils 
in a State. Even these would necessarily 
be on the high side. As noted above, 
factors such as sparsity, unusual cost 
factors, etc. may Justify substantial dif¬ 
ferences in a few cases. The considera¬ 
tion of State Imposed restraints in 
% 115.64 will prevent a State from meet¬ 
ing the standard if even one local agency 
is denied a reasonably equitable opportu¬ 
nity to realize educational revenue com¬ 
parable to most other agencies in the 
State. 

Further examination of data from 
several 8tates indicates that less than 
a quarter of the States will be able to 
meet either the expenditure disparity 
or wealth neutrality standard at the 
present time. Thus, taken together the 
standards are carefully constructed ex¬ 
ceptions as intended by the Congress and 
will protect local educational agencies 
from unfair treatment by States con¬ 
cerning payments received under the 
Act. 

B. Summary or Comments, Responses. 

and Changes in the Proposed Rule 

The comments received concerning the 
proposed alternate standard were es¬ 
sentially the same as those received 
concerning the original proposed rules. 
In the previous section, the rationale for 
the appropriateness of. and the reason¬ 
ableness of. the specific levels is pro¬ 
vided. Comments are discussed below on 
an individual basis. After the summary 
of each comment, a response is set forth 
stating changes which have been made 
to the proposed rule in light of the com¬ 
ment, or the reasons why no change is 
deemed necessary. 

Comment: Four commenters were in 
favor of adding a fiscal neutrality test 
but suggested that the percentage of 
leeway be increased: one suggested 15% 
and three suggested 20%. 

Response: The percentage has been 
Increased to 15 percent. At least four 
large educational finance studies con¬ 
ducted by nationally recognized experts 
In school finance during recent years 
have indicated that this percentage 
would fall within the range of a reason¬ 
able leeway differential. In addition, a 
preliminary examination of data indi¬ 
cates that a small number of additional 
States may qualify under the modified 
wealth neutrality standard while a large 
majority cannot. It is believed that the 
wealth neutrality and expenditure dis¬ 
parity standards constitute fair and 
reasonable alternative tests, which, in 
keeping with the law and its legislative 
history, will allow those States with a 
high degree of equity in their financing 
programs to qualify while excluding 
others. 

Comment: Two commenters opposed 
the neutrality test as an alternate test. 

Response: Section 5<d) <2) requires the 
Commissioner to provide regulations for 
determining when a program of State aid 
Is “designed to equalize expenditures.” A 
program meeting the requirements of 
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such regulations is exempted from the 
general prohibition of considering pay¬ 
ments under the Act as local resources In 
determining State aid. One of the ob¬ 
vious ways to judge a program "designed 
to equalize expenditures" Is to measure 
directly the extent to which expendi¬ 
tures among districts are equal. The ex¬ 
penditure disparity test does that. In the 
preamble to the proposed fiscal neutrality 
.standard, a rationale was stated for an 
alternative test for programs which allow 
for variances in educational expenditures 
based on local choice but not on local 
wealth. A wealth neutrality test is con¬ 
sidered to be a fair and reasonable 
measure of a State’s efforts to equalize 
educational opportunity while allowing a 
large degree of local determination. In 
addition, the extent to which a State has 
neutralized the effects of local taxable 
wealth In determining revenues for a 
local districts to that extent the State 
has shifted to the State as a whole one 
of the primary burdens of Federal ac¬ 
tivity for which Pub. L. 81-874 payments 
are made (loss of local revenue due to 
Federal acquis Lion of real property). 

C. Other Changes 

A number of typographical and techni¬ 
cal corrections have been mode. The re¬ 
vised proposed rule defines what wealth 
neutralized revenues are instead of de¬ 
fining unequalized revenues Additional 
operational rules for making calculations 
and additional examples have been sup¬ 
plied In an appendix. 

D. Opportunity for Pusuc Comment 

Parties Interested In commenting on 
the proposed rule should submit com¬ 
ments to the U.S. Office of Education. 
Bureau of Elementary and Secondary 
Education. Room 2069, 400 Maryland 
Avenue. S.W. Washington, D.C. 20202, At¬ 
tention: Mr. William Stermer. 

All written and oral comments must be 
received not later than May 6.1977. Com¬ 
ments and suggestions submitted in 
writing will be available In the above of¬ 
fice between the hours of 8:30 am. and 
4 p m. Monday through Friday of each 
week. 

The Office of Education has deter¬ 
mined that this document does not con¬ 
tain a major proposal requiring prepara¬ 
tion of an Inflation Impact Statement 
under Executive Order 11821 and OMB 
Circular A-107. 

(Catalog of Federal Domestic AmUtaaca No. 
13.478. School Assistance tn Federally Af¬ 
fected Area*-Malntenance and Operation.) 

Dated: January 17. 1977. 

Edward AomiRB. 

Commissioner of Education. 

Approved: March 11. 1977. 

Josetti A. Califano. Jr. 

Secretary of Health, 

Education, and Welfare. 

It is proposed to amend 8ubpart O of 
Part 115. Title 45 of the Code of Federal 
Regulations, by adding ( 115.64 and by 
revising 55 115.62. 115.65. and the Ap¬ 
pendix to read as follows: 


§115.62 Crtirra! qualifying standard 
for Stair aid program*. 

• • • • • 

(a) General standard. • • # 

(4) Meets the standards of f| 115 63. 
115.64 or 115.65 of this subpart. 


§ 113.61 Wraith neutrality |r»l. 

<a> General rule. (1) For any Fiscal 
Year for which a determination is made 
under this subpart, the Commissioner will 
consider a State aid program to have met 
the requirement of 5 115.62(a)(4) If no 
less than 85 percent of the total State, 
intermediate, and local revenues for cur¬ 
rent expenditures for all local education¬ 
al agencies in the State arc wealth neu¬ 
tral revenues for the Fiscal Year for 
which a determination Is made under 
this subpart. 

(2) Paragraph (b> of this section sets 
forth rules for determining which State, 
Intermediate, and local revenues are 
"wealth neutral revenues." 

(b) Categories of wealth neutral reve¬ 
nues. Except as excluded under each 
paragraph of this section, the reve¬ 
nues described below are "wealth neutral 
revenues." 

(1) Local leeway revenues. Wealth 
neutral revenues are revenues from lo¬ 
cal or intermediate sources which are 
not taken Into consideration under any 
part of the State aid program designed to 
equalize expenditures among local edu¬ 
cational agencies tn the State, except 
for: 

(1) Any of those revenues derived from 
taxes which exceed the amount of reve¬ 
nues tliat each agency would realize from 
its tax effort if It were the local educa¬ 
tional agency with the least taxable 
wealth per pupil in the State: 

(11) Any of those revenues derived 
from taxes which arc realized from 
any portion of each agency’s tax effort 
which exceeds the maximum tax effort 
permitted the local educational agency 
in the State which, because of limita¬ 
tions under State law regarding the exer¬ 
cise of tax effort, is restricted to the 
least amount of per pupil revenue from 
State, intermediate, and local sources. 
These State limitations are those which 
are Imposed on budget, expenditure, or 
local tax effort increases over prior year 
levels. However, any revenues already 
taken into consideration under para¬ 
graph (b)(1) (I) of this section may not 
be considered under this clause; and 

(ill) Any of those revenues not derived 
from taxes which exceed the least 
amount per pupil of these non-tax rev¬ 
enues realized by any local educational 
agency In the State. 

(2) Local and State equalization 
funds. Except as provided In paragraphs 
(b)(2) (I). (11), and <IU) of this sec¬ 
tion. wealth neutral revenues are reve¬ 
nues realized or taken into considera¬ 
tion under any part of the State aid 
program designed to equalize expendi¬ 
tures among local educational agencies 
in the State. This Includes revenues 
realized from State and intermediate as 
well as local sources. It also includes lo¬ 


cal or Intermediate revenues taken into 
consideration for a local educational 
agency which does not receive State aid 
under any equalized part of the State 
aid program because the amount real¬ 
ized by the agency from those sources 
exceeds the amount of revenues guaran¬ 
teed by the State aid formula. 

(1) If an equalized part of n State aid 
program requires that local educational 
agencies exercise a uniform local tax 
effort, this category of wealth neutral¬ 
ized revenues does not Include those 
revenues realized by any agency from 
State. Intermediate, and local sources 
which exceed the least amount of those 
revenues realized per unit of need under 
the equalized part of the State aid pro¬ 
gram by any other agency. However, any 
of these excess revenues which arc at¬ 
tributable to the special educational 
costs considered in 5 115.61(b) (3) of this 
part arc still regarded as wealth neutral 
revenues. 

(11 > If an equalized part of a State aid 
program permits local educational agen¬ 
cies to exercise different local tax efforts 
and guarantees a uniform yield per unit 
of need for each unit of tax effort, this 
category of wealth neutral revenues does 
not include any revenues realized per 
unit of need by an agency from State. 
Intermediate or local sources which ex¬ 
ceed the amount of guarantee per unit 
of effort. However, any of these excess 
revenues which are attributable to the 
special educational costs considered in 
1115 61(b) (3) of this part are still re¬ 
garded as wealth neutral revenues. 

(Ill) If an equalized part of a State 
aid program subjects local educational 
agencies, in the exercise of tax efforts, to 
limitations based on prior year budget, 
expenditure or tax effort levels, then 
this category of wealth neutralized reve¬ 
nues does not Include those revenues 
for any local educational agency which 
exceed the least amount of revenues per 
unit of need that could be realized by 
Any local agency if it were exercising its 
maximum tax effort as permitted under 
those State limitations. 

<3) Other State funds. All revenues 
from State sources which were not con¬ 
sidered under paragraph (b) (2) as real¬ 
ized or taken into consideration under 
an equalized part of the State aid pro¬ 
gram. However, this category of wealth 
neutralized revenues does not include 
any revenues designed to guarantee 
State aid to local educational agencies 
with relatively high taxable wealth per 
pupil. 

(c) The method required for calculat¬ 
ing the percentage of wealth neutral 
revenues for a State Is set out in the 
Appendix to this subpart. 

§113.65 Con* Mena tiun for rxrrptional 
rirrnni«t«fH‘r*. 

(a) General requirements. A State 
program which docs not conform to the 
standards of either 5 115.63 or 5 115.64 
of this subport may, nevertheless, qual¬ 
ify under this section If the Commis¬ 
sioner determines on the basis of infor¬ 
mation submitted by the State, that: 
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(1) A decision not to apply the exact 
disparity standard specified in $ 115.63 
to the program submitted by the State 
would be justifiable because of excep¬ 
tional circumstances within the State 
related to disparities in current expendi¬ 
tures or revenue per pupil for education: 

(2) A decision not to apply the wealth 
neutrality standard In $ 115.64 would be 
Justifiable because of exceptional cir¬ 
cumstances related to the coverage of 
educational expenditures by the .State 
equalization program; 

(3) Current expenditures or revenues 
for education in that State will be more 
equalized if payments under the Act are 
taken into consideration under this sub- 
part than If they arc not: and 

<4> The program meets the require¬ 
ments of paragraph (aM3) of this 
section. 

<b) Determination of **morc equal - 
teed" For purposes of paragraph (a) (3) 
of this section, current expenditures or 
revenues for education within a Stale 
are considered “more equalized'’ if the 
distribution around the mean per pupil 
expenditure for all local educational 
agencies within the Stale Is less when 
payments under the Act are taken into 
consideration In conformity with 0 115.64 
of this part than when they are not. as 
calculated according to accepted statisti¬ 
cal methods appropriate to the cir¬ 
cumstances. 

(c) Specific program requirements. A 
program of State aid considered under 
this Is not considered a program designed 
to equalize expenditures among local 
educational agencies In the State unless 
the Commissioner finds that, in addition 
to meeting the requirements of the pre¬ 
ceding paragraphs-— 

(1) The amount of the revenue avail¬ 
able to local educational agencies in the 
State is not predominantly a function 
of the wealth of Individual local educa¬ 
tional agencies; 

(2> The program is designed to ensure 
the provision of financially adequate 
educational programs and supportive 
services for every pupil in the State who 
is enrolled in public schools; 

(3) In the determination of the rela¬ 
tive financial need of local educational 
agencies, that program (i) makes pro¬ 
vision for identifying those pupils with 
special educational needs (such as 
handicapped children, economically dis¬ 
advantaged children, children with 
limited English-speaking ability). Ui> 
takes into consideration the additional 
costa of providing free public educa¬ 
tion for such children or categories of 
children; and (ill) takes into considera¬ 
tion the costs of providing education 
which might be associated with such 
factors as sparsity or density of popu¬ 
lation. cost of living, and socio-eco¬ 
nomic characteristics of the local edu¬ 


cational agencies; except that nothing 
In this clause shall be construed to re¬ 
quire any particular system of weighting 
of pupils. 

(4) Such program involves a substan¬ 
tial percentage of school revenues; 

<5> Such program is designed to pro¬ 
vide systems and procedures for evalu¬ 
ating the degree to which the program 
is aehicvlng its stated objectives. 

120 U-SC 240(d)(2); S. Rep. No *763. 03d 
Cong.. 2d Sea* 56 (1074) : H R Rep 805. 03d 
Cong.. 2d Sosa 42-44 (1074); 102 Cong Rec. 
S 8604-8607 (dally ed.. May 20. 1074); Id.. 
H 7401 (dally ed.. July 31. 1074); Congres¬ 
sional Research Service, Public Laic 87 4 and 
State Equalization Plana 30-34 (H R. Comm, 
on Education and Labor Print (March 1074)) 

Appendix 


A minimum of $100 per pupU is paid even 
If the required tax produces more than $000. 
Each LEA I* permitted to levy additional 
local taxes. Additional categorical Slate aid 
la made available for special coat programs. 
The State has no limitations on budget, ex¬ 
penditure or local tax effort increases. The 
State la composed of three LKAs with data 
aa shown. 



LRA 

No. 1 

LEA 

No. 2 

LEA 
No. 3 

Taxable wealth prr pupil 

130, ono 

940,0(10 

120,000 

Kurottawnt .. 

2,000 

1.000 

1. oral 

Yield per pupil from re¬ 
quired hind lax.. 

s?oo 

f*Y) 

U00 

EqtiAimd binic tid per 

pupil-- 

200 

100 

400 

Additional It mil tax ixir 

pupU... 

100 

MO 

TO 

Additional State aid prt 

pupil. 

IflO 

MR 

1 lift 


2. Determinations of wealth neutrality 
standard compliance under i 11$ 64. 

(a) The determination of the percent 
of wealth neutral revenues In a State 
program is made by: 

(1) Calculating the total amount of 
neutral and non-neutral revenue for 
each category of revenues described in 
4 115.64(b) for each local educational 
agency in the State; 

(2) Calculating the total neutral and 
non-neutral revenue for all local educa¬ 
tional agencies in the State: and 

(3) Dividing the total of neutral 
revenues by the total of all State, inter¬ 
mediate, and local revenues. 

(b) In cases where per pupil amounts 
are necessary* to make comparisons for 
calculations under paragraph <a» of this 
section, those calculations arc made on 
the following bases: 

(1) Except as provided in paragraph 
(b)(2), per pupil amounts of revenues 
are computed on the basis of the total 
number of pupils as determined in ac¬ 
cordance with whatever standard meas- 
Miremont of pupil count is used in the 
State. 

(2) If a State aid program uses a 
“weighted* 4 pupil or other designated 
unit of need in determining allocations 
of State aid which reflect special cost 
differentials, a computation of per pupil 
revenue under paragraph (a) may be 
made on the basis of the “weighted’* 
pupils or other unit of need. 

There are two allowable categories of 
special cost differentials: <1) those asso¬ 
ciated with pupils having special educa¬ 
tional needs, such as handicapped chil¬ 
dren, economically disadvantaged chil¬ 
dren, non-English speaking children, 
and gifted and talented children; and 
tii) those associated with sparsity or 
density of population, cost of living, or 
special socioeconomic characteristics. 

Example 1. State A lisa an equalization 
program under which each LEA Is guaran¬ 
teed 1800 per pupil leas the LEA contribu¬ 
tion derived from a uniform required tax. 


Total Slate, inter* 
mediate. And lo¬ 
cal wvrtiom prr 

|*U(m1 .. 1,110 1.00 1.I3S 


LEA No. 1 

The 1700 per pupil derived from the re¬ 
quired local tax rate and the 1200 per pupil 
in State equalization aid are neutral since 
4800 per pupU was the leant amount realized 
by any LEA for the same required tax effort. 
See I 115 64(b) (2) (1). One third of the 4100 
per pupil from the additional local tax la not 
neutral since the least wealthy LEA j±3 could 
only realize two-thirds of the revenue that 
LEA *1 could at any tax rate 8ee I 115.64 
<b)(l)(i). The 4160 per pupil of State cate¬ 
gorical aid is neutral. See 1115.64(b)(8), 
Thus, 41127 per pupil ($700 + 4200 4 H of 
4100-f $160) is wealth neutral and 433 per 
pupil is not neutral. 

LEA No. 2 

Of the 4050 per pupil derived from local 
required effort 4000 t* neutral since that was 
the least amount realized by any LEA for the 
required local tax rate. The 450 per pupil 
above the guarantee and the 4100 per pupil 
minimum State equalization aid are not 
neutral since they exceed the least amount 
realized by another agency. See I 115.64(b) 
(2) (1). Two thirds of the 4300 per pupil 
realised on the additional local tax $200 la 
not neutral since the last wealthy, LEA #3. 
could only realize one-third of the revenue 
that LEA #2 could at any rate. See f 116.64 
(b)(l)(l). The $150 per pupil of State cate¬ 
gorical aid is neutral. Thus. $1150 per pupil 
(4800+H of 4300-+4I50) la wealth neutral 
and 4350 per pupil la not neutral. 

LEA No. 3 

The $500 per pupil derived from the re¬ 
quired local lax rate and the $400 per pupil 
in Stale equalisation aid are neutral since 
$000 is tho least amount realized under the 
equalization program. See f 116.64(b) (2) (I). 
All of the $70 per pupil realized from the 
additional local tax la neutral since LEA #3 
la the least wealthy in the State. See 1115.64 
(b) (1) (1). The 4165 per pupil of State cate¬ 
gorical aid Is neutral. Thus, all of the 41125 
per pupil Is neutral. 

The calculation of the percentage of 
wealth neutral funds for 8tate A Is aa 
follows: 
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Total t*r«on«a 




Nrutral 

Not natural 

LlANovl. . 


61.127 per pupil 

X2.000 pupils 

633 per pupil 
X2,oog pupa* 



62.254. <JOO 

mooo 

LKA No 2. 


61. ISO rw pupil 

XL WO pupil* 

ttMi p*r pupil 

xi, 000 pupil* 





4L1NXW0 

6MU.0W 

LEA So. 1 


61,l» prf |*]| (1 

XLOOU pupil* 

None 



61. LIS. 000 


TuUl tteulnU reriMiur* . .. 

Total Stat*. inUroMMlist*. ami loral rr»v«iuim 

I4.526.W0 

-- -V|4 pet ui'ulro) 

6VHS.4TO 



Thttt, HUtr A qtlallAf* Utiiltr | 115 <Wlo). 


Example 2. State B In the prior year had 
an equalization program which required a 
5 mill effort and allowed 5 mills additional 
leeway. For the required 5 mill effort each 
LEA was granted *600 per pupil LEA £1. on 
a wealth base of 660,000 per pupil, levied 
the full 10 mills producing $300 per pupil 
of 8tat© basic aid. received $300 per pupil 
of State aid. and with the 6300 per pupil 
leeway yield, had revenues of 6000 per pupil. 
LKA £3. on a wealth base of 6160.000 per 
pupil, also levied the full 10 mills producing 
6800 per pupil which exceed the guarantee 
and thus received no State basic aid. The 
leeway yielded an additional 6800 per pupil 
for a total of $1,600 per pupil. 

The State has Instituted a new program 
raising the guarantee to $900 per pupil with 
a 10‘s budget increase limitation. LKA SI. 
(with 2,000 pupils), now realizes 6300 per 
pupil from It* required effort, receives 6600 
of State equalization aid, and can levy only 
1.6 mills for a yield of 600 per child because 
of its budget restraint of 6090 per child. 
(6900 per child phis 10*), LKA s2 (with 
1000 pupils), realises 6800 per pupil from 1U 
required effort, receives 6100 per pupil in 
State equalization aid. levies 6 mills leeway 
for another 6800 per pupil for a total of 
61.700 per pupil which is stUl within 1U 
budget Increase limitation of 61.760 per pu¬ 
pil. 

Assuming that no other LKA is restrained 
below the 6000 per pupil guarantee and that 
LEA rrt Is the most restrained at 600 per 
pupil leeway then all of the revenues of 
LEA r2 above the level are not neutral since 
It is the most restricted LEA. (See I 115-64 
(b)(1)(H)). 

The percentage of neutrality is calculated 
In the same way as In Example l. Assuming 
there are no other LEA*, the percentage of 
wealth neutral revenues la 80.7. and 8tate B 
does not qualify under f 116.64(a). 

Example 3. State C has an equalization 
program under which each LEA is guaran¬ 
teed 6000 per weighted pupil or 110 percent 
of the prior year’s per weighted pupil reve¬ 
nue tinder the program, whichever is less, 
minus the LEA contribution dortved from 
a required tax which is uniform for ail LKA’s 
guaranteed 6900 per pupil and proportion¬ 
ately less for those LEA's guaranteed lesser 
amounts per pupil. No additional local lee¬ 
way taxes are allowed. LEA SI received 6850 
per pupil under the program In the prior 
year while LEA sr2 received 6800 per pupil 
under the program in the prior year, IXA 
4?1 is limited to the 6900 guarantee Mnce 110 
percent of Its prior year's expenditure ex¬ 
ceeds the 6000 guarantee. LEA $2 qualifies 
for an 6880 guarantee since 110 percent of 
6800 equals 6880 LEA z?2*s required tax 
effort is also proportionately leas. 

Assuming that neither LEA realizes reve¬ 
nues in excess of the guarantees for LEA £l 
(with 10.000 pupils), 6880 of the 6900 per 
pupil revenue u wealth neutral and for 
LEA £2 (with 2.000 pupils), all 6880 In per 
pupil revenue Is wealth neutral. <See 
f 115.64(b) (1) (Hi)). 


The percentage of neutrality of the reve¬ 
nues would be calculated as In Example 1. 
If there are no other LEA's. the percentage 
of wealth neutral revenues Is 98 2 and the 
State qualifies under I 115 64(a). 

Example 4 State D has an equalization 
program which permits different local tax 
efforts from 1 mill to 10 mills and which 
guarantees 6100 per pupil for each mill levied. 
LEA si taxes at 5 mills and re alive* 6300 
per pupil. Since the guarantee level for 5 
mills is 6500 per pupil. 8tat© D gives LEA 
Si 6200 in equalization aid. LEA £2 also 
taxes at 5 mills, but realizes 6800 per pupil. 
8!nce the guarantee for 5 mills is only 6500 
per pupil, LEA s2 receives no equalization 
aid. LEA #3 taxes at 8 mills and realizes 
6400 per pupil. Since the guarantee at 8 
mills U 6800 per pupil. LEA s$ receives 
6400 in equalization aid. LEA r4 taxes at 
8 mills, but realizes $100 per pupil. Since the 
guarantee for 8 mills is only 6800 per pupil. 
LEA £4 receives no equalization aid All of 
the funds LEA si realized under the equali¬ 
zation program are neutral since there is no 
excess over the guaranteed amount for 5 
mills. 6300 per pupil of the funds realized 
by LEA S2 are not neutral, because that is 
the amount in excess of the amount guaran¬ 
teed for a 5 mill tax effort under the equal¬ 
ization program, and U attributable to the 
greater wealth of LEA £2 

AH of the funds realized by LEA £3 under 
the equalization program are neutral since 
there is no excess over the guaranteed 
amount for an 8 mill tax effort. 6200 per 
pupil realized by LEA #4 Is not neutral, 
because that Is the amount in excess of the 
guaranteed amount for an 8 mill tax effort 
under the equalization program and Is at¬ 
tributable to the greater wealth of LEA #4. 
See f 115 64(b)(9)(H). 

Example 5. State E has a foundatlon- 
type equalization program under which 
each LEA receives funds for a teacher sal¬ 
ary. based on n salary schedule, for each 25 
pupUs In average dally attendance with ad¬ 
ditional teacher units allocated for small or 
sparsely populated districts, and special ed¬ 
ucation programs such as handicapped and 
vocational classes. Each district also receives 
under the program a set amount of dollars 
per teacher unit for expenses other than sal¬ 
aries. Each LEA must make a tax effort of 
10 mills to qualify for the foundation equal¬ 
ization aid. The yield from the 10 mills tax 
Is deducted from the amount of the equali¬ 
zation guarantee. There are no State re¬ 
strictions on budget, expenditure or tax ef¬ 
fort Increases over prior years. No LEAA in 
the State realizes more than the equaliza¬ 
tion amount for the 10 mills effort All of 
the funds realized by all LEAs under the 
foundation equalization program are neu¬ 
tral. Any excess in the amount of revenues 
realized by any agency over that realized by 
any other are attributable to differences In 
the designated needs (See 1115.61(b)(3) 
and | 115.64(b)(3)(D). 

|FR Doc.77-8031 Piled 8-21~T7;8:45 oinj 
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RULES AND REGULATIONS 


Title 45—Public Welfare 

CHAPTER I—OFFICE OF EDUCATION. DE¬ 
PARTMENT OF HEALTH, EDUCATION, 
AND WELFARE 

PART 115—ASSISTANCE FOR LOCAL ED¬ 
UCATIONAL AGENCIES IN AREAS AF¬ 
FECTED BY FEDERAL ACTIVITIES AND 
ARRANGEMENTS FOR EDUCATION OF 
CHILDREN WHERE LOCAL EDUCA¬ 
TIONAL AGENCIES CANNOT PROVIDE 
SUITABLE FREE PUBLIC EDUCATION 

Final Regulations for Treatment of Pay¬ 
ments Under State Equalization Programs 

A notice of proposed rulemaking waa 
published In the Federal Register on 
May 1. 1075 <40 FR 19114) setting forth 
proposed regulations for the treatment 
of Pub. L. 81-874 payments under State 
equalization programs as provided for 
in section 5(d)(2) of that Act. 

Following comments on the proposed 
rules. Interim regulations and a proposed 
amendment were published in the Fed¬ 
eral Register on June 25. 1976 <41 FR 
26320 and 26330). Additional comments 
were invited on the Interim regulations. 

Elsewhere in this issue of the Federal 
Register, an alternative standard to 
$8 115.63 and 115.65 of these regulations 
has been published In a notice of pro¬ 
posed rulemaking related to section 5<d). 
Pub. Lu 81-874. That notice proposes an 
amendment to $ 115.62 of these final reg¬ 
ulations and the addition of 8 115.64. 
which Is reserved under these regula¬ 
tions. A notice of proposed rulemaking 
was previously published for that amend¬ 
ment on June 25. 1976 <41 FR 26330); 
however, because clarifying language 
has been added to the amendment It is 
being published a second time as a pro¬ 
posed rule. These regulations, however, 
will become effective irrespective of when 
that proposed rule Ls finally adopted. 

A. Summary or Statutory Amendment 
and Final Regulations 

1. Effect of Pub. L. 93-380. Section 
305(a)(2) «effective for Fiscal Year 
1976 and thereafter) of Pub. L. 93-380 
amended section 5(d) of Pub. L. 81-874 
to permit States to take Into account 
payments under Title 1 of that Act In de¬ 
termining the relative financial resources 
available to local educational agencies 
and relative financial need of those 
agencies if the State has in effect a pro¬ 
gram of State aid for free public educa¬ 
tion designed to equalize expenditures 
among local educational agencies in the 
State. However. Pub. L. 81-874 payments 
may be so token into account only In 
the proportion that local revenues cov¬ 
ered by those programs are of total lo¬ 
cal revenues for education. As mandated 
by the statute, these regulations imple¬ 
ment the amendments to Pub. L. 81-874 
by establishing standards for determin¬ 
ing whether a State has in effect such a 
program, by defining certain terms, by 
establishing procedures for determina¬ 
tions pursuant to section 5(d)(2), and 
by setting forth the procedure for a 
hearing regarding those determinations. 

2. Effect of Pub. L. 94-482. Section 
330(a) of Pub. L. 94-482 amended sec¬ 
tion 5(d) (2) of Pub. L. 81-874 to provide 


that no payments may be withheld from 
or repayment required of any State or 
local educational agency for any period 
prior to promulgation of final regula¬ 
tions. or. if the State Is not in conform¬ 
ance with such regulations until July 1. 
1977. Therefore. If any State desires to 
take Into consideration payments under 
Pub. L. 81-874 after July 1. 1977 and de¬ 
sires an advance determination of 
whether its program qualifies under 
these regulations, it should initiate pro¬ 
ceedings as provided In 8 115.68 as early 
as practical so that a determination can 
be completed prior to that date. 

3 General rules. Under 8115.61(b) 

(1) . only a State whose program of 8tate 
aid meets the standards set forth In 
ll 115.62 and 115.63 or 115.65 may be ex¬ 
cepted from the operation of section 
5(d)(1) of the Act. However, these 
States may take into consideration only 
the proportion of Pub. Lu 81-874 funds 
as permitted under 1115.66. In light of 
the many recent cases In State courts 
concerning the validity of State systems 
of school finance, 8 115.61(b)(2) states 
that no State aid programs may qualify 
under these regulations If a State court 
has ruled that such a program violates 
law and the final ruling is not under ap¬ 
peal. 

4. Definitions. Four terms have been 
defined: “State aid,” "equalize expendi¬ 
tures," “current expenditures." * and 
"revenue/* The second of the foregoing 
Is defined by reference to other sections 
of the regulations which set forth the 
qualifying standards for equalization 
programs. 

5. Qualifying standard . Sections 
115.62. 115.63 and 115.65 establish stand¬ 
ards under which the Commissioner shall 
determine, for purposes of section 5<d) 

(2) of the Act. whether a State has a 
program of State aid designed to 
equalize expenditures among local ed¬ 
ucational agencies within that State. 
These standards have been developed 
in light of the legislative history of sec¬ 
tion 5(d) of the Act, which indicates 
that the Commissioner should promul¬ 
gate regulations which afford only a 
limited and carefully constructed excep¬ 
tion to the existing rule under section 
5(d). (See, for example, the Congres¬ 
sional Record, daily edition. May 20. 
1974, S 8607 and July 31. 1974. H 7401. 
7412). In particular, the House Commit¬ 
tee on Education and Labor print. Pub. 
L. 81-874 and State Equalization Plans 
(March 1974), specifically mentioned in 
House Report 93-805, has been used as a 
reference In establishing the evaluative 
standards. 

Any State aid program In effect which 
apportions payments on a relative 
shared-cost basis among local educa¬ 
tional agencies in the State will be con¬ 
sidered an equalization type of program 
to which these regulations may be ap¬ 
plied. An expenditure disparity alterna¬ 
tive test or standard is available for 
making determinations as to whether or 
not programs qualify. 

If there is a disparity of no more than 
25 percent in revenues per pupil (or 
other unit of pupil need used in the State 


program) available to the 95th and 5th 
percentile school districts (those with 
the 95th and 5th percentiles of the total 
number of pupils after being ranked In 
order of revenue per pupil). the program 
would be deemed to qualify under sec¬ 
tion 5(d)(2). A disparity standard has 
been chosen because It is a method of 
evaluating school finance programs In 
terms of equalization that has been used 
both by the courts and authorities In the 
field of school finance, and because It is 
believed that the phrase “equalize ex¬ 
penditures” focuses upon the relative 
availability of funds to local educational 
agencies for educating the children with¬ 
in their school systems. “Revenue** data, 
as an alternative to “expenditure” data, 
is permitted because revenues generally 
reflect the amounts of funds available 
for expenditure in a school district and 
because revenue data is more accessible 
for current fiscal year evaluation. In cal¬ 
culating the disparity, revenues or ex¬ 
penditures attributable to capital ex¬ 
penditures are likely to fluctuate con¬ 
siderably from year to year. The exclu¬ 
sion of the upper and bottom 5 percentile 
school districts Is based upon the ac¬ 
cepted principle of statistical evaluation 
that such percentiles usually represent 
unique or noncharacteristic situations. 

An exception clause In 8 115.65 pro¬ 
vides that State programs which cannot 
be fairly evaluated under the above tests 
may still be considered for the exemp¬ 
tion if certain other conditions are ful¬ 
filled. This clause then provides for a 
determination by the Commissioner in 
reference to specified evaluative criteria. 
These criteria, while Judgmental In na¬ 
ture. have been selected as reasonable 
parameters of a truly equalizing State 
aid program. Consideration under this 
clause Is further conditioned upon the 
requirement that educational expendi¬ 
tures be more equalized within a State as 
a result of any offsetting of Pub. L. 81- 
874 payments. It is expected that this 
exception will be rarely used. If at all. 

6. Proportionality determination. Un¬ 
der this amendment to section 5(d), a 
State L*s limited as to how much of Pub. 
L. 81-874 payments going to a school dis¬ 
trict may be taken into consideration. 
Section 115.66 sets forth the statutory 
formula for determining w'hat propor¬ 
tion local revenues under a State equali¬ 
zation program are of total local reve¬ 
nues for education. The amendments to 
section 5(d) prohibit a State from taking 
Pub. L. 81-874 payments Into account 
in excess of this proportion. The phrase 
“local revenues covered under a State 
equalization program*' and "total local 
revenues” arc clarified in the regula¬ 
tion to distinguish among various reve¬ 
nues available for current expenditure 
that a school district might receive. 

7. Assurances. A number of assurances 
are required of both State and local ed¬ 
ucational agencies with regard to the 
taking Into consideration of Pub. L. 81- 
874 payments under a State aid program. 
Under 1115.67. a local educational agen¬ 
cy will be required to assure that the 
State in which It is situated is acting In 
compliance with section 5(d) of the Act 
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as regard# that agency. A State educa¬ 
tional agency will be required to assure 
that It is acting in conformity with sec¬ 
tion 5(d) of the Act and these regula¬ 
tions, and that the State will restore to a 
school district any State aid not paid 
because of consideration of Pub. L. 81- 
874 payments not actually received. A 
failure on the part of either agency to 
provide these assurances will cause de¬ 
termination proceedings to be initiated 
under this subpart, but will not itself 
require suspension of payments under 
the Act 

8. Determination procedures. Provision 
is made in (115.68 for proceedings to 
obtain determinations by the Commis¬ 
sioner under section 5(d)(2) at the 
initiation of an affected State or local 
educational agency or at the initiation 
of the Office of Education. Where the 
State educational agency, for example, 
desires an authoritative determination 
by the Commissioner whether and the 
extent to which section 5(d) permits it 
to take into consideration Pub. L. Si- 
874 payments In determining State aid, 
it may file with the Office of Education 
a submission seeking a determination. 
Also, where a local educational agency 
is adversely affected by a State taking 
into consideration Pub. U 81-874 pay¬ 
ments. it may seek a determination as 
to the status of such a State practice 
under section 5(d). The adverse effect 
contemplated In this case would be the 
loss of State aid monies which the local 
agency would have received but for the 
State's action. (In such a situation, the 
concerned State agency would, of course, 
be asked to respond.) Finally, the Office 
of Education itself, where it believes that 
a State may be acting in noncompllance 
with section 5(d), may initiate proceed¬ 
ings leading to an appropriate determi¬ 
nation. Determinations will be applicable 
only for the fiscal years In issue. 

At the same time, the regulation pro¬ 
vides that a determination by the Office 
of Education that taking into considera¬ 
tion Pub. L. 81-874 payments under sec¬ 
tion 5(d)(2) is authorized would not 
have to be obtained before a State could 
commence such an action. If it were 
done in compliance with section 5(d) (2). 
For example if a State, since the effec¬ 
tive date of section 5(d)(2). has been 
taking into consideration these payments 
under a State equalization program 
which qualifies under section 5(d)(2) 
and the regulations, and this State ac¬ 
tion Is in the appropriate proportion for 
each local educational agency In the 
State, the fact that a determination by 
tho Commissioner on the legality of this 
practice was not obtained in advance 
would not defeat the operation of sec¬ 
tion 5(d)(2) In providing an exception 
for the State. This rule, however, would 
not preclude the Commissioner from de¬ 
termining that a State had been in non- 
compliance with section 5(d)(2) during 
the time it acted without an advance 
determination. 

In addition, provision is made for ad¬ 
vance consultation with the Office of 
Education for States contemplating the 
adoption of equalization programs which 
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w'ould take into consideration Pub. L. 
81-874 payments. 

9. Hearing procedures. 8cction 115.89 
establishes what parties may request a 
hearing, the time and place of hearings, 
the right to counsel for all parties, the 
conduct of the hearing, and the proce¬ 
dure for a final decision by the Commis¬ 
sioner. It further provides that there 
shall be no reduction or termination of 
Pub. L. 81-874 payments prior to a final 
decision and that, if a State which Is 
found to be in noncompllance will cease 
and desist In its improper action and will 
make appropriate restitution to any 
local educational agency adversely af¬ 
fected by such an action, there will be 
no reduction or termination of Pub. L. 
81-874 payments. 

10. Appendix . An appendix has been 
added to these regulations setting forth 
the different methods for making cer¬ 
tain computational determinations es¬ 
tablished under these regulations. Each 
description is accompanied by one or 
more illustrative examples. 

B. Summary or Comments, Responses, 

and Changes in the Regulations 

The comments received concerning 
the interim regulations were essentially 
the same as those received concerning 
the proposed rules. In the previous sec¬ 
tion. substantial detail of the rationale 
for the appropriateness of and the rea¬ 
sonableness of the specific levels is pro¬ 
vided. Comments are discussed below’ on 
an individual basis. After the summary 
of each comment, a response is set forth 
stating changes which have been made 
to the regulations in light of the com¬ 
ment, or the reasons why no change is 
deemed necessary. 

Comment: Two commenters opposed 
excluding the upper and lower 5% In 
applying the expenditure disparity test. 

Response: No change has been made 
In the regulations. It is common practice 
when analyzing the effects of a general 
rule over an extremely wide range of 
data to exclude highly atypical data 
from consideration. It Is deemed that the 
exclusion of the upper and lower 
5 percent is appropriate in this case. 
Extremely small and remote districts, 
nonoperating districts, special purpose 
cooperative schools, privately supple¬ 
mented public schools, and voucher pro¬ 
grams are examples of conditions which 
can produce atypical data. 

Comment: One commenter suggested 
that a standard based on a high propor¬ 
tion of State support should be added 
to the regulations. 

Response: No change has been made 
In the regulations. Section 5(d)(2) of 
the Act specified that a qualifying pro¬ 
gram must be "• • • designed to equal¬ 
ize expenditures. • • •" The degree of 
equity of expenditures and the degree 
of wealth neutrality is not necessarily 
related to the proportion of State sup¬ 
port. For example, if a State modified 
district boundaries so that taxable 
wealth per pupil w as equal In all districts 
and all districts levied the same tax rate, 
equal expenditures and wealth neutrality 
could occur with no State support. Thus, 
a regulation concerning the proportion 
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of State support would not necessarily 
affect the degree of expenditure equity. 
This is not to dispute the contention that 
increases in State support usually do de¬ 
crease the expenditure disparity. 

Comment: One commenter felt that 
the omission of concern for the ratio of 
assessed value to actual value In the reg¬ 
ulations is a serious defect. 

Response: No change has been made 
In the regulations. The degree of equity 
of expenditures is not necessarily related 
to the ratio of assessed value to actual 
value. For example, tax rates can be ad¬ 
justed to negate differences In the ratios 
of assessed value to actual value. In fact, 
some States employ such a method for 
adjusting unequal assessments among 
districts when calculating State aid. 
While equity in assessment practices Ls 
encouraged, a regulation on this issue 
would not be consistent with the provi¬ 
sions of section 5(d)(2) of the Act. 

Comment: One commenter objected to 
the weighting of attendance figures by 
cost of living multipliers, average teach¬ 
er's salary factors, social and economic 
characteristics, and other "non-educa- 
tionolly related" variations. 

Response: No change has been made 
In the regulations. The Commissioner is 
required by the Act to define "State Aid" 
and "equalize expenditures" but not In 
such a way as to have an adverse effect 
on programs which take into considera¬ 
tion the additional cost of programs for 
particular groups or categories of chil¬ 
dren. In making these definitions, the Act 
does not prohibit the Commissioner from 
similar treatment of other factors for 
which States may provide additional re¬ 
sources. The additional factors In the 
interim regulations describe other coat 
differentials known to be In use in 8tate 
aid programs In some State*. It is ex¬ 
pected that calculations under these reg¬ 
ulations will use those cost differentials 
or pupil weightings established under 
State law in each State. 

Comment: One commenter expressed 
concern that (115.65(c)(3) requires 
identification and categorical support 
within Impact aid programs and that 
(115.65(c)(5) requires evaluation of 
these programs and that Federal inspec¬ 
tion and reporting will thereby be pro¬ 
mulgated upon local districts. 

Response: No change is needed in the 
regulations. Section 115.60(b) states that 
the sole purpose of subpart O of these 
regulations is to determine whether or 
not a State has a program designed to 
equalize expenditures and. if so. to deter¬ 
mine w’hat portion of payments to a dis¬ 
trict under Pub. I*. 81-874 may be taken 
Into consideration in determining State 
aid to that district. The criteria In 
( 115.65<o is for the above purpose only 
and does not apply to the use of Pub. L 
81-874 funds within a local district. 

Comment: One commenter expressed 
the belief that the regulations were 
meaningless since few. if any. States 
could pass either the disparity or the 
proposed neutrality test. 

Response: The expenditure disparity 
standard was developed In light of the 
history of the legislation which is cited 
in the preamble to the Interim regula- 
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tions. The qualifying teat is intended to 
be limited and carefully constructed ex¬ 
ception to the general rule contained in 
section 5(d)(1) of the Act against con¬ 
sideration of Pub. L. 81-S74 payments in 
determining State aid. However, it is 
recognized that the majority of States 
may not qualify under the regulations. 

Comment: Five commentcrs expressed 
the view that the 25 percent expenditure 
disparity standard was not restrictive 
enough while three indicated it was still 
too stringent. 

Response: No change has been made 
in the regulation. A preliminary perusal 
of data from several States following the 
publication of proposed rules in May. 
1975 indicated that only 2 or possibly 3 
States might qualify under the 20 per¬ 
cent disparity standard proposed. A too 
strict standard would nullify the intent 
of the amendment. A standard set at 25 
percent is believed to be a fair one which 
will allow those States with the better 
equity features in their plans to qualify 
whtle a large majority of States cannot 
qualify without significant changes to 
their programs. 

Comment: One com men ter objected 
to revenues for capital outlay being ex¬ 
cluded from the definitions of total local 
revenues. 

Response: No change has been made 
in the regulation. The exclusion is based 
on the fact that Pub. L*. 81-874 is a cur¬ 
rent expenditure program and. as a con¬ 
sequence. it would be inconsistent to in¬ 
corporate into a test of program qualifi¬ 
cation and into procedures for program 
operation measures of classes of expend¬ 
itures which are unrelated to the pur¬ 
poses of the program in question. Addi¬ 
tionally. expenditures for capital outlay 
and debt service are likely to fluctuate 
considerably from year to year and 
might act unfairly in the application of 
the qualifying standard. 

Comment: One commenter expressed 
concern that once a State program 
qualified under these regulations that it 
could take Into account Pub. L. 81-574 
payments to all local districts and sug¬ 
gested that districts with low resources 
be exempted. 

Response: No change has been made 
in the regulations. If a State program 
qualifies, the Act clearly gives that State 
the right to take Into account payments 
under the Act in determining State aid 
limited only by the proportion calcula¬ 
tion as set forth in S 115.66. A State can 
exempt low spending districts If It de¬ 
cides to do so. To require such an exemp¬ 
tion. however, is deemed to be beyond 
the rulemaking authority of the Com¬ 
missioner. It is agreed that greater 
equity might be obtained by exempting 
districts with high tax efforts and low 
expenditures. However, this is a matter 
for 8tate decision. 

Comment: One commenter suggested 
a one year additional delay In the regu¬ 
lations and one suggested they be with¬ 
drawn until they can be reviewed 
through the active participation of rep¬ 
resentatives from school districts 
throughout the country. 
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Response: The Commissioner does not 
believe that additional delay in promul¬ 
gating regulations will serve the pur¬ 
poses of the amendment Representa¬ 
tives of local school districts have had 
ample opportunity to review the interim 
regulations. Prior to publication of pro¬ 
posed rules, four regional meetings were 
held where the legislation was discussed. 
A presentation was made to a national 
organization of districts receiving pay¬ 
ments under Pub. L. 81-874 and at other 
conferences including a special confer¬ 
ence of eight States In February. 1975. 
Proposed rules were published May 1. 
197.3 and the public was invited to com¬ 
ment. Interim regulations were pub¬ 
lished June 25.1976 and again comments 
were invited. Other comments have been 
made through letters and telephone 
communication. It is believed that ade¬ 
quate opportunity has been provided for 
interested parties to review and com¬ 
ment on these regulations. 

Comment: One commenter said that, 
despite numerous requests, local school 
districts were not consulted during the 
development of the Interim final regula¬ 
tions. 

Response: See response to preceding 
comment. 

Comment: One commenter expressed 
concern that the interim regulations re¬ 
flect significant changes from earlier 
proposed rules and that further oppor¬ 
tunity for comment should be afforded. 

Response: The second paragraph of 
the preamble to the interim regulations 
stated that the purpose of the publica¬ 
tion of Interim regulations was to allow 
additional comment. Thus, the sugges¬ 
tion has already been granted. 

C. Other Changes 

1. A number of typographical and 
technical corrections have been made. 

2. The regulations have been reorga¬ 
nized and renumbered to facilitate un¬ 
derstanding and use of them. 

3. Clarifying language has been added 
to f 115.63(b) regarding the procedure 
for calculating an expenditure disparity 
in those States operating local educa¬ 
tional agencies of different grade levels 
of instruction. 

4. 8cctlon 115.6(d) has been modified 
to Include in the expenditures disparity 
calculation, all Federal funds received 
by a local educational agency for which 
the agency is not accountable to the Fed¬ 
eral Government for their use. Payment 
under such funds are considered to be re¬ 
imbursements or payments in lieu of 
taxes and as such arc appropriately 
counted as local funds. 

5. Section 115.66(b)(2) has been mod¬ 
ified to permit a State to consider up to 
100 percent of a local educational 
agency's Pub. L. 81-874 receipts In the 
computation of the proportion in the 
case where there are no local revenues 
for current expenditures and the State 
provides all of those revenues on behalf 
of the agency. The modification was nec¬ 
essary in order to carry out the intention 
of the proportion provision which is to 
reflect the relative burden which the 


State ond an agency share of any Fed¬ 
eral activity in that agency. If all of an 
agency’s non-Federal funds arc provided 
by the State, then the burden of any 
Federal activity within that district Is 
borne by the State as a whole. 

6. Section 115.69(h) (2) and (3) has 
been modified to specify a 30 day period 
for the provision of satisfactory assur¬ 
ances that State aid which was denied 
agencies because of Pub. L. 81-874 re¬ 
ceipts will be restored. The modified lan¬ 
guage was added in order to facilitate 
the timely and effective administration 
of the provision. 

7. Additional examples have been In¬ 
corporated into the Appendix In order to 
illustrate the calculation of a weighted 
average under the provisions of ft 115.63 
(b) and to further illustrate the calcula¬ 
tion of the proportions under the provi- 
slonsof ft 115.60. 

D. Adoption* or Reottlations 

Effective date: Pursuant to section 
431(d) of the General Educatiop Provi¬ 
sions Act, as amended (20 U.S.C. 1232 
<d>), these regulations have been trans¬ 
mitted to the Congress concurrently 
with the publication of this document in 
the Federal Register. These regulations 
are effective July 1, 1977, subject to the 
provisions in section 431(d) concerning 
Congressional action. 

The Office of Education has deter¬ 
mined that this document does not con¬ 
tain a major proposal requiring prepa¬ 
ration of an Inflation Impact Statement 
under Executive Order 11281 and OMB 
Circular A-107. 

(Catalog of Federal Domestic AsiUtance No. 
13 478 —School Assistance In Federally Af¬ 
fected Areas—Maintenance and Operations ) 

Dated: January 17.1977. 

Edward Aguirre, 
Commissioner of Education , 

Approved: March 11.1977. 

Joseph A. Caufano. Jr., 
Secretary of Health , 
Education, and Welfare . 
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Subpart G—Determinations Under Section 
5(d) 

§ 115.60 Scope and purpose. 

(a) Scope. This subpart applies to de¬ 
terminations made by the Commissioner 
pursuant to section 5<d> of the Act as 
amended by Pub. L. 93-380. Pub. L. 
94-482. 
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(b> Purpose. The sole purpose of the 
regulations in this subpart is to imple¬ 
ment the provisions of section 5(d)(2) 
of the Act. The definitions and standards 
contained herein have been developed 
with respect to the particular intent of 
the amendment made to section 5(d) of 
the Act by sections 304<c) and 305(a) (2) 
of Pub. L. 93-380 and section 330(a) of 
Pub. L. 94-482 and should not be con¬ 
strued as establishing definitions and 
standards for any other purpose. 

• 20 use. 240(d): tecs. 304(e). 305(a)(2). 

Pub L. 03-300. 83 8tat 484; 120 Cong. Bee. 
S8505. 8507 (daily cd May 20. 1074).) 

§ 115.61 Treatment of Slate Aid Pro- 
proms in General* 

(a) Statutory provisions. (1) Section 
5*d) (1) of the Act provides that* except 
m section 5(d)(2). no payment may be 
made to any local educational agency 
within a State which takes into con¬ 
sideration payments under section 5 of 
the Act in determining the eligibility of 
any agency for State aid. or the amount 
of that aid. with respect to free public 
education during the fiscal year of those 
payments or the preceding fiscal year, or 
which makes aid available In such a man¬ 
ner as to result in less State aid to any 
agency which is eligible for payments 
under the Act than that agency would 
receive if it were not so eligible, 

(2) Section 5<d>(2) of the Act pro¬ 
vides that. If a State has In effect a pro¬ 
gram of State aid for free public edu¬ 
cation for any fiscal year, which is de¬ 
signed to equalize expenditures for free 
public education among the local educa¬ 
tional agencies of that 8tate. payments 
under the Act may be taken into con¬ 
sideration by that State hi determining 
<i) the relative financial resources avail¬ 
able to local educational agencies In that 
State and <ii) the relative financial need 
of those agencies for the provision of free 
public education for children served by 
those agencies, subject to the provisions 
tn that section. 

(3) Section 5(d) (2) (AMU) of the Act 
provides that, if a State takes payments 
under the Act into consideration in ac¬ 
cordance with section 5(d) <2>. the State 
may do so only to the extent of the pro¬ 
portion that the local revenues of a local 
educational agency covered under the 
equalization part of a State aid program 
ore of that agency's total local revenues 
for education. 

(4) Section 5<d> (2) (C> of the Act* as 
added by Pub. L. 94-482 provides that 
no payment under the Act may be with¬ 
held from and no repayment may be 
required of any State or local educational 
agency because of any noncompliance 
with section 5(d) (2) (A) of the Act or 
this subpart prior to July 1, 1977 if that 
State had a program of State aid whose 
procedures were designed to equalize ex- 
:>ondittirc8 for free public education 
among those agencies in effect on Oc¬ 
tober 12. 1976. 

• 20 US C 240(d); H R Rep. No. 94-1701. 235 

• 1976)) 

(b) General rules. (1) Except as pro¬ 
vided in paragraph (b) (2) of this section* 
a State may take into consideration pay- 


RUIES AND REGULATIONS 

meuts under the Act in allocating State 
aid if that State has a program of State 
aid which qualifies under 1 115.62. How¬ 
ever, those payments may be taken into 
consideration for each affected local edu¬ 
cational agency only in the proportion 
described in f 115.66. 

(2> No program of State aid may 
qualify under this subpart if a court of 
that State has determined by final order* 
not under appeal, that the program fails 
to equalize expenditures for free public 
education among local educational agen¬ 
cies within the State or otherwise vio¬ 
lates law.* 

(3) The Commissioner will not Inter¬ 
pret any of the provisions of Si 115.62. 
115.63* and 115.65 so as to consider any 
part of a State aid program which allo¬ 
cates funds for the additional cost of 
providing free public education for chil¬ 
dren with special educational needs as 
disequalizing expenditures for free pub¬ 
lic education. For the purposes of this 
subpart, children with special educa¬ 
tional needs are handicapped children. 
non-English speaking children, eco¬ 
nomically disadvantaged children, 
gifted and talented children and the like. 
(20 US.C. 240(d)(2): 20 U.8.C 242(b)) 

<c) Data for determinations. Deter¬ 
minations under this subpart requiring 
the submission of financial or school pop¬ 
ulation data may be made cither Cl) On 
the basis of data for the fiscal year pre¬ 
ceding the fiscal year of determination 
if the same program was then in effect: 
or til) On the basis of estimates of data 
for the fiscal year of determination. 
Data submitted must be the most cur¬ 
rently available and complete data* 
whether based on revenues or current 
expenditures. Estimates submitted by a 
State educational agency or oilier appro¬ 
priate State agency must set forth the 
assumptions upon which such estimates 
are founded, must be accompanied by an 
assurance as to their accuracy, and must 
be adjusted by actual data for the fiscal 
year of determination as soon as avail¬ 
able for the purpose of verification. 

(20 USC 240(d); 242(b)) 

(d> Definitions. For the purposes of 
this subpart, the following terms shall 
have the meanings indicated below: 

(1) "State aid" means any contribu¬ 
tion* no repayment for which is expected, 
which is made by a State to or on behalf 
of local educational agencies within the 
State for current expenditures in the 
provision of free puhlic education; 

(2) "Equalize expenditures" means to 
meet the standards set forth in 4 115.62; 

(3) "Current expenditures" means the 
total charges incurred for the benefit of 
the school year in an elementary or sec¬ 
ondary school program, exclusive of cap¬ 
ital outlay and debt service for capital 
outlay. 

(4) "Revenue" means an addition to 
assets which does not increase any li¬ 
ability, does not represent the recovery 
of an expenditure, does not represent the 
cancellation of certain liabilities without 
a corresponding increase In other liabil¬ 
ities or a decrease in assets, and does not 
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represent a contribution of fund capital 
in food service or pupil activity funds. 
Furthermore, for the purposes of this 
subpart* the term "revenue" Includes only 
revenue for current expenditures. 

(20 US.C 240 (d)(2)) * * 

§115.62 Onrr.il qualifying Maiulanl 
far Stale Aid program*. 

(a) General standard. For the pur¬ 
poses of section 5(d) (2) of the Act* the 
Commissioner will consider a program of 
State aid to be designed to equalize ex¬ 
penditures for free public education 
among local educational agencies in that 
State If the program— 

(a) Is authorized by State law in effect 
for the fiscal year for which the deter¬ 
mination under this subpart is made; 

<b> Provides for the apportionment of 
State aid among local educational agen¬ 
cies in the State in order to carry out 
the objectives of the program; 

(c) Provides that In determining the 
amount to be apportioned to each local 
educational agency in the State, the 
State will take into consideration the 
relative financial resources available to 
local educational agencies in that Stato 
for the program; and 
<d) Meets the standard of either 
I 115.63. | 115.64 or I 115.65 of this sub- 
part. 

(20 US.C. 240(d)(2)) 

§115.63 DUporily Manilurd. 

(a) 25 percent disparity limitation. 
The Commissioner will consider a pro¬ 
gram of State aid to have fulfilled the 
requirement of 1115.62(a)(4) of this 
subpart if the disparity in the amount 
of current expenditures or revenue per 
pupil for free public education among 
local educational agencies in the State 
is no more than 26percent for the fiscal 
year for which a determination U made 
under this subpart. The method for cal¬ 
culating the percentage of that disparity 
In a State is set out in the Appendix to 
this subpart. 

(b) (1) Weighted average disparity for 
different grade level groups . If a State re¬ 
quests It* the Commissioner will moke 
separate disparity computations for dif¬ 
ferent groups of local educational agen¬ 
cies in the State which have similar 
grade levels of instruction. 

<2) In those cases, the weighted aver¬ 
age disparity, based on the proportionate 
number of pupils in each group, may not 
be more than 25 percent for all the 
groups. The method for calculating the 
weighted average disparity percentage is 
set out in the Appendix to this subpart. 

(c) Per pupU figure computations. In 
calculating the current expenditures or 
revenue disparities under this section, 
computations of per. pupil figures are 
made on the following bases: 

(l) Except as provided in paragraph 
(c) <2> of Uils section, the per pupil 
amount of current expenditures or reve¬ 
nue for a local educational agency is 
computed on the basis of the total num¬ 
ber of pupils receiving free public educa¬ 
tion in the schools of the agency. The 
total number of pupils is determined in 
accordance with whatever standard 
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measurement of pupil count is used in 
the State. 

(2) If a State aid program uses a 
‘•weighted pupil/* a “classroom.” “in¬ 
structional unit.” or other designated 
unit of need in determining allocations of 
State aid in order to take account of spe¬ 
cial cost differentials, the computation 
of per pupil revenue or current expendi¬ 
tures may be made on those bases. There 
are two allowable categories of special 
cost differentials: (i) Those associated 
with pupils having special educational 
needs, such as handicapped children, eco¬ 
nomically disadvantaged children. non- 
English speaking children, and gifted and 
talented children; and til) those asso¬ 
ciated with sparsity or density of popu¬ 
lation. cost of living, or special socioeco¬ 
nomic characteristics within the area 
served by an agency. 

(d) Revenues and current expendi¬ 
tures included in determinations. The 
following revenues or current expendi¬ 
tures must be included for each local edu¬ 
cational agency in the State in determin¬ 
ing the percentage of disparity under 
paragraph (a) of this section: 

(1) All revenues or current expendi¬ 
tures from State sources, except those ap¬ 
plied or contributed outside any equalized 
part of the State aid program which are 
designated for special cost differentials 
of the type specified in paragraph (c) 

(2) of this section. 

(2) All revenues for current expendi¬ 
tures from local or Intermediate sources, 
except those taken into consideration 
under any equalized part of the State 
aid program which are designated for 
special cost differentials of the type spec¬ 
ified in paragraph <cm 2> of this sec¬ 
tion. 

(3) Pub. L. 81-874 funds received by 
the agency under sections 2. 3 and 4 of 
the Act. except to the extent that <i) they 
are not taken into consideration under 
the State aid program, and Cli) they ex¬ 
ceed the proportion of those funds that 
the State would be allowed to take into 
consideration under § 115.86 of this sub¬ 
part; and 

(4) Any other Federal funds received 
by the agency for which the agency is 
not accountable to the Federal Govern¬ 
ment for their use such as Federal Forest 
Reserve funds 06 Ufl.C. 500). 

(20UJB.C. 240(d)(2)) 

§ 115.6-1 | Reserved I 

§115.65 Consideration fur e\crplional 
rirru mM u n cv%. 

(a) General requirements. A State pro¬ 
gram which docs ndl conform to the 
standards of either S 115.63 of this sub- 
part may, nevertheless, qualify under this 
section if the Commissioner determines 
on the basis of information submitted by 
the State, that: 

(1) a decision not to apply the exact 
disparity standard specified in 1115.63 to 
the program submitted by the State 
would be justifiable because of excep¬ 
tional circumstances within the State re¬ 
lated to disparities in current expendi¬ 
tures or revenue per pupil for education 

(2) current expenditures or revenues 
for education in that State will be more 
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equalized if payments under the Act arc 
taken into consideration under this sub¬ 
part than if they are not, and 

(3) The program meets the require¬ 
ments of paragraph <c> <3) of this 
section. 

<b) Determination of “mere equalized” 
For purposes of paragraph (c) (!)($> 
of this section, current expenditures or 
revenues for education within a State are 
considered “more equalized’* if the dis¬ 
tribution around the mean per pupil ex¬ 
penditure for all local educational 
agencies within the State is less when 
payments under the Act are t^ken into 
consideration in conformity with § 115.6 
of this part than when they arc not. as 
calculated according to accepted statisti¬ 
cal methods appropriate to the circum¬ 
stances. 

(c) Specific program requirements . A 
program of State aid considered under 
this is not considered a program designed 
to equalize expenditures among local edu¬ 
cational agencies in the State unless the 
Commissioner finds that, in addition to 
meeting the requirements of the pre¬ 
ceding subparagraphs— 

(1) The amount of the revenue avail¬ 
able to local educational agencies in the 
State is not predominantly a function of 
the wealth of individual local educational 
agencies; 

<2) The program is designed to ensure 
the provision of financially adequate edu¬ 
cational programs and supportive serv¬ 
ices for every pupil In the State who is 
enrolled in public schools; 

<3> In the determination of the rela¬ 
tive financial need of local educational 
agencies, that program <i) makes pro¬ 
vision for identifying those pupil* with 
special educational needs (such as 
handicapped children, economically 
disadvantaged children, children with 
limited English-speaking ability*, <U> 
takes into consideration the additional 
costs of providing free public educa¬ 
tion for such children or categories of 
children; and (ill) takes into considera¬ 
tion the costs of providing education 
which might be associated with such 
factors as sparsity or density of popu¬ 
lation. cost of living, and socio-eco¬ 
nomic characteristics of the local edu¬ 
cational agencies; except that nothing 
in this clause shall be construed to re¬ 
quire any particular system of weighting 
of pupils. 

(4) Such program involves a substan¬ 
tial percentage of school revenues; 

1 5) Such program is designed to pro¬ 
vide systems and procedures for evalu¬ 
ating the degree to which the program 
is achieving its stated objectives. 

(20 VJB.C. 240(d)(2): 8. Rep No. 763. 93d 
Cong.. 2d Seas. BO (1974); H R Rep. 805. 93d 
Cong., 2d Seas. 42-44 (1974); 102 Cong. R*c. 
S 8604-6607 (dally ed., May 20. 1974); /d„ 
H 7401 (dolly ed.. July 31, 1974); Congres¬ 
sional Research Service, Public Law $74 and 
State Equalization Plans 30-40 (H.R. Comm, 
on Education and Labor Print (March 1974)) 

§115.66 Proportion of fuiwb tlinl may 
be taken into ron*l<!eration. 

(a) Provision of law. Section 5(d) (2) 
<A)(il) of the Act provides that. In al¬ 
locating State aid a State may consider 


as local resources funds received under 
the Act only In proportion to the shore 
that local revenues covered under a 
State equalization program arc of total 
local revenues. That determinations of 
proportionality must be made on a case- 
by-caso. school district by school district 
basis, for each local educational agency 
affected and not on the basis of a gen¬ 
eral rule to be applied throughout a 
State. 

(20 USjC. 240(d) (2) (A) (11); S- Rep No. 
1026. 93d Cong . 2d Sow . 103 (1974)) 

(b) Computation of proportion. <1> 
In computing the share that local reve¬ 
nues covered under a State equalization 
program are of total local revenues for a 
local educational agency with respect to 
a program qualifying under 9 115.62, the 
proportion is obtained toy dividing (i) 
the amount of local revenues covered 
under the equalization program by *11 > 
the total local revenues attributable to 
current expenditures for free public edu¬ 
cation within such agency. 

(2) In cases where there arc no local 
revenues for current expenditures and 
the State provides all of those revenues 
on behalf of the local educational 
agency, the State may consider up to 100 
per cent of the funds received under the 
Act by that agency in allocating State 
aid. 

(20 U£.C. 240(d) (2) (A) (U); 102 Cong 

Roc H. 7403 (dally ed . July 31. 1074) 

(c) Local revenues. For the purposes 
of this section— 

(1> “Local revenues covered under a 
State equalization program” means 
those revenues for current expenditures 
produced within the boundaries of a 
local educational agency contributed to 
or taken into consideration in a program 
of State aid subject to a determination 
under this subpart, but excluding all 
revenues from State and Federal sources. 

(2) “Total local revenues” means all 
revenues for current expenditures of a 
local educational agency, including reve¬ 
nues for education programs for chil¬ 
dren needing special services, vocational 
education, transportation, and the like 
during the period in question but exclud¬ 
ing all revenues from State and Federal 
sources. 

(3) Revenues received by a local edu¬ 
cational agency which are produced 
within the boundaries of on intermediate 
school district or other local govern¬ 
mental instrumentality will be counted 
os local revenues. 

(d) Application of proportion to pay¬ 
ments under the Act. <1 > The proportion 
established under thls*section (or a lesser 
proportion > for any local educational 
agency receiving payments under the 
Act may be applied by a State to actual 
receipts of those payments or to the pro¬ 
rated entitlements provided for under 
section 5 of the Act and 9 115.24 of this 
subpart. 

(2> That proportion may not be ap¬ 
plied to any portion of a payment under 
the Act made to a local educational 
agency on the basis of low-rent public 
housing pupils or handicapped children 
after July 1, 1975. 
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<20 U.8C. 240(d)(3): 103 Con*. Rec H7412 
. dally c<1. July 31. 1074)) 

§ 115.67 A.*»urancrft in application*. 

(a> By applicants. Each applicant lor 
financial assistance under the Act must 
set forth an assurance in its application 
cither (1) that the State in which it is 
.situated is not talcing payments to such 
applicant under the Act into considera¬ 
tion with regard to a program of State 
aid. or (2) that, if the State is taking 
such payments into consideration with 
regard to Us program of State aid. the 
State Is doing so. for that applicant, in 
conformity with f 115.66 of this subpart. 

<b) By State educational agencies. 
Each State educational agency which 
certifies an application for financial as¬ 
sistance under the Act. as provided for 
in 3 113.10 of this part, must submit to 
the Commissioner an assurance with 
such application either (1) that the State 
is not taking payments under the Act 
Into consideration with regard to a pro¬ 
gram of State aid. or (2) that the State 
is taking such payments Into considera¬ 
tion with regard to a program of 8tate 
aid in conformity with section 5(d)(2) 
of the Act and this subpart. 

<c> State guarantee of certain pay - 
meats . A further assurance is required of 
any State which does not take into con¬ 
sideration payments under the Act in al¬ 
locating State aid to local educational 
agencies. The 8tnte must assure, for 
each application it certifies in accord¬ 
ance with 5 115.10 of this part, that it 
will reimburse any local educational 
agency the amount of any of those pay¬ 
ments taken Into consideration but not 
in fact received by the agency by the 
time of Anal payment under the Act for 
the year of determination. The State 
must also Include this assurance as part 
of any submission for determination 
under 3 115.68 of this subpart. 

(d) Failure to provide assurances. A 
failure on the part of any local or State 
educational agency to set forth the as¬ 
surances required by this section consti¬ 
tutes sufficient cause for an initiation of 
proceedings by the Commissioner, as pro¬ 
vided for in f 115.68 of this subpart. How¬ 
ever. the Commissioner will not. because 
of a failure to provide these assurances, 
.suspend or terminate payments under the 
Act w ith respect to such agencies prior to 
the rendering of a final decision under 
this subpart. 

(20 US.C. 240(d); 8. Hep. No. 1026. 93d Cong.. 
2c18om. 153 (1974)) 

§ 115.68 Subim«M<M>» mid rotiAullationa. 

'a) Initiation . (1) A proceeding under 
this subpart leading to a determination 
by the Commissioner as to whether, or 
the extent to which a State may take 
into consideration payments under the 
Act in determining relative financial re¬ 
sources or need under a program of State 
aid may be initiated ill by the State edu¬ 
cational agency or other appropriate 
agency of the 8tate; (!i> by a local edu¬ 
cational agency which is or would be 
adversely affected by that State action; 
or (ill) by the Commissioner. If the Com¬ 
missioner has reason to believe that the 
State's action Is in violation of section 
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5<d> of the Act and that payments to 
local educational agencies in the State 
should therefore be terminated under 
section 5(d) of the Act. 

(2) Whenever a proceeding under this 
subpart is initiated, the party initiating 
the proceeding shall give adequate notice 
to all State and local agencies which 
might be adversely affected by a deter¬ 
mination. Those agencies will be ac¬ 
corded a right of intervention In the 
determination proceedings. 

(3> Nothing in this subpart shall be 
construed to prohibit a State which has 
not obtained a prior determination from 
the Commissioner under this subpart 
from taking into consideration payments 
under the Act as provided for In section 
5(d)(2) of the Act Lf that action is In 
conformity with 13 115.62 and 115.66 of 
this subpart. 

(20 us e 340(d) (2): HR Rep. No. 805. 93d 
Cong.. 2d Seas.. 42-43 (1974)) 

(b) Submission. (1) A submission by a 
State or local educational agency under 
this section must be made in the manner 
requested by the Commissioner and must 
contain such information and assurances 
as may be required by the Commissioner 
in order to reach a determination under 
section 5id) of the Act and this subpart. 

(2) A State educational agency in a 
submission must (i) demonstrate how 
its program of State aid comports with 
the criteria and standards in 3 115.62 
and <11) indicate for each local educa¬ 
tional agency receiving funds under the 
Act the proportion of those funds which 
will be taken Into consideration in ac¬ 
cordance with 3 115.66. 

<3> A local educational agency in a 
submission must demonstrate how It is 
affected by (1) the action of the 8tate 
and (ii) the applicability of the stand¬ 
ards set forth in this subpart to such 
action. 

(4) Whenever a proceeding Is Initiated 
under this subport, the Commissioner 
may request from a State the data 
deemed necessary to make a determina¬ 
tion. A failure on the port of a State 
to comply with that request within a rea¬ 
sonable period of time shall result In a 
summary determination by the Commis¬ 
sioner that the program of State aid of 
that State does not comport with the 
regulations under this subpart. 

<c) Advance consultation. States may 
upon request consult with the Office of 
Education regarding the possible ap¬ 
plication of the requirements of this sub¬ 
part to relevant proposed legislation 
(such as legislation providing for taking 
into account funds under the Act in 
determining the amount of State aid) 
prior to the adoption of the legislation. 
(20 US.c. 240(d)) 

§ 115.69 Notice and o|i|M»rluntlr for 
hearing. 

(a) General requirements. The Com¬ 
missioner will afford reasonable notice 
of a determination under this subpart 
and opportunity for a hearing to any 
State educational agency or local-educa¬ 
tional agency adversely affected by the 
determination. The Commissioner will 
afford the notice and opportunity for a 
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hearing and the hearing (if requested) 
shall take place prior to the implementa¬ 
tion by the Commissioner of any deter¬ 
mination. The notice shall set forth the 
reasons for the determination in suf- 
ficent detail to enable the agencies to 
respond. 

(b> Requests lor hearing . (1)A State 
or local educational agency which is ad¬ 
versely affected by a determination 
under section 5(d) of the Act and this 
subpart and which desires a hearing 
regarding that determination must sub¬ 
mit a written request for a hearing 
within 30 days after the Commissioner 
gives appropriate notice. The time with¬ 
in which a request must be filed will not 
be extended unless the time for filing 
the request is extended In writing by 
the Commissioner or the Commissioner’s 
designee at the time notice of the 
determination Is given. 

(2) A request for a hearing in accord¬ 
ance with this section must specify the 
issues of fact and law to be considered. 

(3) If a local educational agency re¬ 
quests a hearing It must furnish a copy 
of the request to the appropriate State 
educational agency. If a State requests 
a hearing, it must furnish a copy of the 
request to all local educational agencies 
whose payments under the Act are or 
would be taken Into consideration in the 
allocation of 8tatc aid. 

(c) Time and place of hearing. The 
healing shall be held at a time and place 
fixed by the Commissioner or the Com¬ 
missioner’s designee (with due regard to 
the mutual convenience of the parties). 

(d) Counsel. In all proceedings under 
this section, all parties shall have the 
right to be represented by counsel. 

<e> Proceedings. Tim Commissioner 
may refer the matter in controversy to 
a hearing officer or to a hearing panel 
designated by the Commissioner for such 
purpose. The hearing officer or hear¬ 
ing panel may consist of or Include per¬ 
sons who are employees of the Depart¬ 
ment, employees of other Federal de¬ 
partments and agencies, and persons 
who are not Federal employees. 

(f) Procedural rules. (1) If In the 
opinion of the hearing officer or panel no 
dispute exists as to a material fact the 
resolution of which would be materially 
assisted by oral testimony, the hearing 
officer or panel shall afford each party 
to the proceeding an opportunity for 
presenting its case at the option of the 
hearing officer or panel (I) in whole or 
In part in writing or (U) in an Informal 
conference which shall afford each party 
sufficient notice of the issues to be con¬ 
sidered (where such notice has not pre¬ 
viously been afforded). 

(2) With respect to hearings involv¬ 
ing a dispute as to a material fact the 
resolution of which would be materially 
assisted by oral testimony, the hearing 
officer or panel shall afford each party, 
in addition to the notice of issues re¬ 
quired by paragraph (f)(1) (ID of this 
section, the following: 

<i> An opportunity for a record of the 
proceedings; 

(ID An opportunity to present wit¬ 
nesses on the party's behalf; and 
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(ill) An opportunity to cross-examine 
other witnesses either orally or through 
written interrogatories. 

<g> Decisions . When a hearing officer 
or panel Is designated to consider the 
matter, the officer or panel shall make an 
initial decision based upon written find¬ 
ings. which shall be forwarded to the 
Commissioner. The Commissioner may. 
by appropriate notification to the 
parties, determine to review it or certify 
it as the final decision of the Commis¬ 
sioner without further proceedings. Writ¬ 
ten notice of the initial decision shall be 
sent to all parties. In any case In which 
the Commissioner modifies or reverses 
the inltinl decision, a notice of that ac¬ 
tion shall be accompanied by a written 
statement of the grounds for the reversal 
or modification Notice of the final deci¬ 
sion of the Commissioner shall be served 
upon all parties to the hearing, the hear¬ 
ing panel and any local educational 
agency which may be adversely affected 
thereby. 

<h> Effect on payments (1) When an 
appropriate request for a hearing under 
this section has been made the Commis¬ 
sioner will not suspend or terminate pay¬ 
ments to a local educational agency un¬ 
der the Act on the basis of section 
5(d) <1> of the Act until a final decision 
with respect to the matter In controversy 
has been made under this subpart. 

(2) If a State has been finally deter¬ 
mined. after notice and opportunity for 
hearing, to have been taking into con¬ 
sideration payments under the Act in 
violation of sections 5(d) (1) and (2) of 
the Act, the Commissioner shall termi¬ 
nate payments under the Act to all local 
educational agencies In that State unless 
the State provides satisfactory assur¬ 
ances within thirty (30) days after re¬ 
ceiving notice of a final decision, that it 
will restore to all affected local agencies 
any State aid which was denied the 
agencies because of those payments. 

(3) If a State has been finally deter¬ 
mined. after notice and opportunity for 
a hearing, to have been taking Into con¬ 
sideration payments under tho Act in 
excess of the proportion computed under 
It 115.66 of this subpart, the Commis¬ 
sioner shall terminate payments under 
the Act to all local educational agencies 
In that 8tate. unless the State provides 
satisfactory assurances, within thirty 
(30) days after receiving notice of a final 
decision, that it will reimburse all af¬ 
fected local educational agencies for the 
excess amount of payments taken into 
consideration in the allocation of State 
aid and that thereafter it will only take 
into consideration payments under the 
Act in the proportion permitted. 

(4) During the thirty days provided 
under paragraphs <h> (2) and »3> fora 
State to provide satisfactory assurances, 
the Commissioner will suspend payments 
under the Act to all local educational 
agencies in the State. However. If dur¬ 
ing that time the State does provide the 
«*<suranees required, the Commissioner 
will lift the suspension of payments. 

(20 U.S.C. 240(d). 242(b). S. Rep. No. 1026. 
03d Cong.. 2d Sess. 103 (1074).) 


Appendix 

|Pub. L, 81-674. Section 5(d) | 
assistance for local educational agencies 

XN AREAS ATT AC T ED DT FEDERAL ACTIVITIES; 

METHODS OF CALCULATIONS FOR TREATMENT 

OF PAYMENT UNDER STATE EQUALIZATION 

PROGRAMS 

Tho following paragraph* describe tho 
methods for making certain calculations In 
conjunction with determinations made un¬ 
der various requirements of tho regulations 
set forth in this subpart. Theso methods 
shall be tho only methods used In making 
these calculations. 

1. Determination* of disparity standard 
compliance under | 115.63. 

The determination of disparity In curront 
expenditures or revenue per pupil Is made 
by: 

(a) Ranking all local educational agencies 
having similar grade levels within tho State 
on tho basis of current expenditures or 
revenues per pupil with respoct to tho fiscal 
year for which data has been submitted In 
Accordance with these regulations; 

(b) Identifying those local agencies In each 
ranking which fall at the 26th and 5th per¬ 
centiles of the total number of pupUs In 
attendance In tho schools of these agencies; 
and 

(c) Subtracting tho lower current ex¬ 
penditure or revenue per pupil figure from 
tho high or for those agencies Identified In 
paragraph (b) and dividing the difference by 
tho lower figure. 

Example: In State X. after ranking all local 
educational agencies organised on a grade 
0-12 basis in order of tho expenditures per 
pupil.for tho fiscal year In question. It Is 
ascertained by counting the number of 
pupils in attendance in these agencies In 
ascending order of expenditure that the 5th 
percentile of student population Is reached 
at LEA A with a per pupil expenditure of 
$820, and that the 93th percentile of student 
population 1* reached at LEA D with a per 
pupil expenditure of $1000. The percentage 
disparity between the 95th and 5th local 
educational Agencies Is 22 percent ($1000— 
$820 - $180 : $820). The program would be 
deemed to qualify. 

(d) In cases under I 115.53(b), where sepa¬ 
rate computations are made for different 
groups of local educational agencies, the 
disparity percentage for each group la ob¬ 
tained In the manner described in paragraphs 
(a), (b) and (c) above Then the weighted 
average disparity percentage as for the State 
as a whole Is determined by: 

(I) Multiplying the disparity percentage 
for each group by the total number of pupils 
receiving free public education In the schools 
in that group: 

(II) Summing the figures obtained in (I); 
and 

(III) Dividing the sum obtained In (11) 
by the total number of pupils for all the 
groups. 

Example For State Y three group* of local 
educational agencies were considered. Group 
cl (grades 16) had a disparity percentage 
of 18 percent and 80.000 pupils. Group c2 
(grades 7-12) had a disparity percentage of 
22 percent and 100,000 pupils. Group #3 
(grades 1-12) had a disparity percentage of 
35 percent and 20.000 pupils. The figure ob¬ 
tained under (1) la 14.400 for group #1, 
22.000 for group «2, and 7000 for group #3. 
The sum of these figures under (11) is 43,400. 
Dividing that number by the total number 
of pupils for all three groups (200,000) gives 
a weighted average percentage of 21.7 per¬ 
cent. State Y meets the requirement of 
| 115.63(b). 


2. Deferm (nation under f JJ 5.6.1 {bt as to 
maximum proportion of Pub . L. 81874 pay¬ 
ments that map be taken into consideration 
by a State under an equalisation program. 
The proportion that local revenue* covered 
under a State equalization program are of 
total local revenues far a particular local 
educatonal agency Is obtained by dividing: 
(a) the amount of local revenues covered 
under the equalization program by (b) the 
total local revenues attributable u> current 
expenditures for education within the 
agency. 

Examples. 

Example 1. State A has an equalization 
program under which each LEA Is guaranteed 
$900 per pupil less the LEA contribution 
bused on a uniform tAx levy. LEA X contrib¬ 
utes $700 per pupil and the State contrib¬ 
utes the $200 difference. No other local reve¬ 
nues arc applied to current expenditures for 
education by LEA X The percentage of funds 
under the Act which may be taken Into con¬ 
sideration by State A for LEA X la 100% 
(700/7001. If LEA X receives $100 per pupil 
In Public Law 8! 874 funds. $100 per pupil 
may be taken Into consideration by State A 
in determining IJSA X‘s relative financial re¬ 
source* and needs under the program LEA X 
Is regarded as contributing $800 and State 
A would now contribute the $100 difference. 

Example 2. The Initial facts are the same 
as In Example 1. except that LEA X. under a 
permissible additional levy outside the 
equalization program, raises an additional 
$100 per pupil. The percentage of Pub. L. 
81-874 funds which may be taken into con¬ 
sideration Is 87.5% (700 800). If LEA X re¬ 
ceives $100 per pupil in Pub. L. 81 874 funds. 
$87 50 per pupil may be taken Into considera¬ 
tion LEA X Is now regarded as contributing 
$787.50 per pupil under the program and 
State A would now contribute $112.50 per 
pupn aa the difference. 

Example 3.8tate B has an equalization pro¬ 
gram In which each participating LEA Is 
guaranteed a certain per pupil revenue at 
various levels of tax rates. For an 8 mill rate 
the guarantee U $500. for 9 mills $350. for 10 
mills $600 LEA Y levies a 10 mill rate and 
realizes $300 per pupil. Furthermore, it levies 
on additional 10 mills under a local leeway 
option, realizing another $300 per pupil. The 
percentage of Pub. L. 81-674 which may 
be taken into consideration Is 50% (300/600) 
If LEA Y receives $100 per pupU In Pub. L 
81-874 funds. $50 per pupil may be taken Into 
consideration LEA Y may be regarded as con¬ 
tributing $350 per pupil under the program 
and State B would now contribute $230 as the 
difference. 

Example 4 The Inltinl facts are the same 
as in Example 3, except that I.F.A 7, In State 
B. while taxing at the same 10 mill rate for 
both the equalization program and leeway 
allowance as LEA Y. realizes $330 per pupil 
for each tax. As with LEA Y. the percenter 
of Pub. L. 81-874 funds which may be taken 
Into consideration for LEA Z Is 50% (350 
1100). If LEA Z receives $130 per pupil in 
Pub. L. 81-874 funds, then up to $75 per 
pupil normally could be taken into con¬ 
sideration. However, since LEA Z would have 
received only $50 per pupil in State aid. only 
$50 on the allowable $75 could be taken Into 
consideration. Thus, LEA Z may be regarded 
as contributing $600 per pupil under the 
program and State B would not contribute 
any 8tate aid. 

Example 5. The initial facta are the same 
as In Example 4, except that LEA Z realties 
$500 per pupil from each of the 10 mill taxes. 
Since LEA Z Is regarded as contributing $500 
to the equalization program and receives no 
State aid, no Pub. L. 81-874 funds are taken 
into consideration under the program. 

|FR Doc.77-8032 Piled 3 21-77.8:45 um| 
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Title 21—Food and Drugs 

CHAPTER *—FOOD AND DRUG ADMINIS¬ 
TRATION. DEPARTMENT OF HEALTH. 
EDUCATION. AND WELFARE 

SUBCHAPTER A—GENERAL 

I K^ctxllflcaUou Docket No. 17; Docket No. 

77N-O0321 

REORGANIZATION AND REPUBLICATION 

The Food and Drug Administration 
iPDA) is reorganizing and republishing 
all of Subchapter A of the general rcgu- I 
la lions, effective March 22.1977. 

The Commissioner of Food and Drugs, 
for the purposes of establishing an 
orderly development of informative 
regulations for FDA. furotahing ample 
room for expansion of such regulations j 
in years ahead, and prodding the public j 
and affected industries with regulations | 
that are easy to find. read, and under¬ 
stand. has initiated a recodification pro¬ 
gram for Chapter I of Title 21 of the 
Code of Federal Regulations 

Tills is the 17th and final document in 
a series of recodlflcation documents that 
include all regulations administered by 
FDA; this document reorganizes exist¬ 
ing Parts 1 through 9 and transfers 
$ 200.18 from Subchapter C to reorga¬ 
nized Subchapter A. Parts 1 through 99. 

The following table shows the rela¬ 
tionship of the Code of Federal Regula¬ 
tions under former section numbers un¬ 
der Subchapter A and the newly a«rig’ rd 
numbers under the subchapter: 
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8 8004 ... 

73.1095 

86005 ... 

73 1575 

8 6006 ... 

73.1400 

8 6009 ... 

73-1100 

8.0010 ... 

73.1015 

86011 ... 

73.1010 

86013 ... 

73. 1070 

8-6013 ... 

73. 1550 

86014 ... 

73. 1125 

86015 ... 

73. 1075 

8.6016 ... 

73.1150 

*8 6017 ... 

73.1375 

8 0018 ... 

73.1025 

8 7034 ... 

74.2104 

6.7061 _ 

74.2151 

8.7103 ... 

74.2208 

8-7183 ... 

74 2304 
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Old 

Section 

New 

Section 

Old 

Section 

New 

Section 

87179 _ 

74. 2317 

9.131 


82.1708 

87192 ... 

74.2331 

9.133 


82 1710 

8.7195 --- 

74. 2334 

9.161 

m m m 

82 1306 

8 7201 - 

74 2340 

2.152 


82.1307 

8.7222 ... 

74. 2602 

9.153 

, 1WT 

82.1308 

8.7223 ... 

74. 2602a 

9.154 

,, r . 

82 1309 

87265 _ 

74. 2705 

0.155 

m mmm 

82.1310 

8.7257 ... 

74.2707 

0 156 

-••• 

82.1311 

87258 ... 

74. 2707a 

9.167 


82. 1312 

8.7259_ 

74 3708 

0 158 

mm mm 

82.1313 

8 7262 ... 

74.2711 

0.162 

mm mm 

82.1317 

86001 ... 

73. 2576 

P.164 

r - 

82. 1310 

8 8002 ... 

73 3190 

9.166 


82. 1321 

8 8003 _ 

73.3400 

9 167 

m m . T 

82.1322 

8 8004 ... 

73.2125 

9.172 

m _ mmm 

82.1327 

8 8005 ... 

73.2150 

0 173 

__ _ — 

82.1328 

88006 _ 

73. 3120 

9.175 

mmmm 

82.1339 

8 8007 ... 

73.2725 

9.176 

m m . 9 

82. 133! 

88008 ... 

73 2775 

i 0.178 

; 

82.1333 

8 8009 ... 

73.2250 

0.179 

. , T , 

82.1334 

8.8010_ 

73.2180 

0.181 

_ , „ „ 

82.1336 

0 1 . 

82 3 

9.182 


82.1337 

02 _ 

82.5 

9J201 


82.12*4 

0.3_ 

82.6 

9202 

„, T 

82.1255 

9.20 . 

82 50 

9 207 

r r 

82.1260 

9 23 _ 

82.203 

0.208 


82 1281 

9.40 _ 

82.705 

9 214 


82.1287 

941 . 

82 706 

9240 

, T rm 

82. 1104 

0.62 . 

82 803 

9 242 

mmmm 

82, 1106 

9 63 _ 

82 304 

I 9.270 

mmmm 

82.1692 

0 80 _ 

82 101 

9 280 

rTT _ 

82.1051 

981_ 

83.102 

9.300 

mmm -m 

82 2050 

0 100_ 

82.61 

1 9.301 

n . -- 

82 2701a 

9.101_ 

83 1060 

9 307 


82.3707a 

0 103- 

82. 1306 

9 400 

__ 

82 2201 

9.104_ 

82. 1206 

0 449 


82 2051 

0.130_ 

82 1707 

200.18 


2.35 

The changes being made are 

nonsub- 


slantlve; for this reason, notice and 
public procedure are not prerequisites to 
this promulgation. For the convenience 
of the user, the entire text of reorganised 
Subchapter A is set forth below. 

Dated: March 14. 1977. 

Joseph P. Hrto, 
Associate Commissioner 

for Compliance . 

Subcfcaptor A—G«n*r»l 

Part 

1 General regulations for the enforcement 

of the Federal Food, Drug, and Cos¬ 
metic Act and the Fair Packaging and 
Labeling Act. 

2 General administrative rulings and de¬ 

cisions* 

ft Delegations of authority and organisa¬ 
tion. 

7 Enforcement policy. 

10 Administrative practice# and procedures. 
12 Formal evidentiary public hearing. 

IS Public hearing before a public board of 
inquiry* 

14 Public hearing before a public advisory 

committee. 

15 Public hearing before the Commis¬ 

sioner. 

16 Regulatory hearing before the Food and 

Drug Administration. 

10 Standards of conduct and oondicU of 
Interest. 

20 Public Information. 

21 Protection of privacy. 

25 Environmental impact considerations. 

70 Color additives. 

71 Color additive petition*. 

73 Listing of color addtUvea exempt from 

certification. 

74 Listing of color additives sub>ect to 

certification. 

80 Color additive certification. 


Parf 

81 General specifications and grnerai re¬ 

strictions for provisional color addi¬ 
tives for use In foods, drugs, and cos* 
me tics. 

82 Listing of certified provisionally luted 
color* and specifications. 

PART 1—GENERAL REGULATIONS FOR 
THE ENFORCEMENT OF THE FEDERAL 
FOOD. DRUG. AND COSMETIC ACT AND 
THE FAIR PACKAGING AND LABELING 
ACT 

Subp*rt A—Central Previsions 

Sec. 

1.1 General. 

1.3 Definitions. 

Subpart B—General Labeling Requirements 

1.20 Presence of mandatory label informa¬ 

tion. 

1.21 Failure to reveal material facts. 

1.23 Procedures for rcquentlng variations 

and exemptions from required label 
statements. 

1.24 Exemptions from required labeling. 

1.31 Package size savings. 

1.35 **Cents-ofT, M or other savings represen¬ 
tations. 

Subparts C A O—(Reserved] 

Subport E—Imports and Exports 

183 Definitions, 

1.90 Notice of sampling. 

1.91 Payment for samples. 

1 04 Hearing on refusal of admission. 

1.93 Application for authorization to re¬ 
label and recondlUou. 

1.06 Oranting of authorization to relabel 
and recondition. 

1.97 Bonds, 

1.99 Costa chargeable In connocUon with 
relabeling and reconditioning inad¬ 
missible imports. 

Authority : Secs. 4, 6 . 80 Stat. 1207, 1299. 
1300, sec* 403. 602. 701. 52 Stat. 1047. 1050. 
1054. 1055-1056 aa amended: 15 U.8.C. 1453. 
1465, 21 U8.C. 343, 352, 362. 371. unlees 
otherwise noted. 

Subpart A—General Provisions 

§ 1.1 General. 

(a) The provisions of regulations pro¬ 
mulgated under the Federal Food, Drug, 
and Cosmetic Act with respect to the 
doing of any act shall be applicable also 
to the causing of such act to be done. 

<b> The definitions and interpreta¬ 
tions of terms contained in section 201 
of the Federal Food. Drug, and Cosmetic 
Act shall, be applicable also to such terms 
when used in regulations promulgated 
under that act. 

(c) The definition of “package" in 
5 1.20 and of “principal display panel" in 
55 101.1. 201.60, 501.1, 701.10 and 801.60 
of this chapter; and the requirements 
pertaining to uniform location, lack of 
qualification, and separation of the net 
quantity declaration in S5 101.105(f), 
201.62(e). 501.105(f). 701.13(f) and 

801.62(e) of this chapter to type size re¬ 
quirements for net quantity declaration 
in 55 101.105(1). 201.62(h), 501.105(1), 
701,13(1) and 801.62(h) of this chapter, 
to initial statement of ounces in the dual 
declaration of net quantity in 59101.105 
(J) and <m>. 201.62 (1) and (k). 501.105 
(J) and (m), 701.13 (J) and (m) and 
801.62 (l) and (k) of this chapter, to Ini¬ 
tial statement of Inches In declaration 


of net quantity In 5| 201.62(m), 701.13 
<o> and 801.62(m) of this chapter, to ini¬ 
tial statement of square inches In dec¬ 
laration of net quantity in 55 201.62<n>. 
701.13(p) and 801.62<n) of this chapter, 
to prohibition of certain supplemental 
net quantity statements in 55 101.105(o). 
201.62 to >, 501.105(0 , 701.13(q) and 

8 ) 1 . 62 ( 0 ) of this chapter, and to servings 
representations in 55 101.8 and 501.8 of 
this chapter arc provided for solely by 
Die Fair Packaging and Labeling Act. 
The other requirements of this part are 
issued under both the Fair Packaging 
and Labeling Act and the Federal Food. 
Drug, nnd Cosmetic Act. or by the latter 
act solely, and arc not limited In their 
application by section 10 of the Fair 
Packaging and Labeling Act. 

§ 1.3 Definition*. 

(a) Labeling includes all written, 
printed, or graphic matter accompanying 
an article at any time while such article 
Ls in interstate commerce or held for sale 
after shipment or delivery in Interstate 
commerce. 

(b) “Label" means any display of 
written, printed, or graphic matter on 
the immediate container of any article, 
or any such matter affixed to any con¬ 
sumer commodity or affixed to or appear¬ 
ing upon a package containing any con¬ 
sumer commodity. 

(Sec®. 4, 6. 80 Stat. 1207, 1299. 1300, sees. 403. 
602. 52 Stat. 1047, 1050, 1054; 15 UAC. 1453. 
1455. 21 US O. 343. 352. 362.) 

Subpart B—General Labeling 
Requirements 

§ 1.20 Presence of mandatory Inbrl In¬ 
formation. 

The term “package" means any con¬ 
tainer or wrapping In which any food, 
drug, device, or cosmetic Is endowed for 
use In the delivery or display of such 
commodities to retail purchasers, but 
does not include: 

(a) Shipping containers or wrappings 
used solely for the transportation of any 
such commodity in bulk or in quantity 
to manufacturers, packers, processors, 
or wholesale or retail distributors; _ 

(b) Chipping containers or outer 
wrappings used by retailers to ship or 
deliver any such commodity to-retail 
customers if such containers and wrap¬ 
pings bear no printed matter pertaining 
to any particular commodity; or 

(c> Containers subject to the provi¬ 
sions of the Act of August 3. 1912 (37 
Stat. 250, as amended; 15 U.S.C. 231- 
233). the Act of March 4. 1915 (38 Stat. 
1186. as amended; 15 U.S.C. 234-236). 
the Act of August 31, 1916 (39 Stat. 673. 
as amended; 15 U.S.C. 251-256). or the 
Act of May 21. 1928 (45 Stat. 635. as 
amended; 15 U.8.C. 257-2571). 

(d) Containers used for tray pack dis¬ 
plays in retail establishments. 

(e> Transparent wrappers or contain- 
era which do not bear written, printed, 
or graphic matter obscuring the label 
information required by this part. 

A requirement contained in this part 
that any word, statement, or other 
information appear on the label shall 
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not be considered to be complied with 
unless each word, statement, or informa¬ 
tion also appears on the outer container 
or wrapper of the retail package of the 
article, or. as stated in paragraph <e) of 
this section, such information is easily 
legible by virtue of the transparency of 
tlie outer wrapper or container. Where a 
consumer commodity is marketed in a 
raultiunit retail package bearing the 
mandatory label information as required 
by this port and the unit containers are 
not intended to be sold separately, the 
net weight placement requirement of 
S 101.105(f) applicable to such unit con¬ 
tainers is waived if the units are In 
compliance with all the other require¬ 
ments of tills part. 

§ 1.21 Failure to reveal material fart*. 

<a> Labeling of a food. drug, device, 
or cosmetic shall be deemed to be mis¬ 
leading if it fails to reveal facts that 

are: 

(1) Material in light of other repre¬ 
sentations innde or suggested by state¬ 
ment. word, design, device or any com¬ 
bination thereof; or 

(2> Material with respect to conse¬ 
quences which may result from use of 
the article under (I) the conditions pre¬ 
scribed in such labeling or (11) such 
conditions of use as are customary or 
usual. 

(b) Affirmative disclosure of material 
facts pursuant to paragraph (a) of this 
section may be required, among other 
appropriate regulatory procedures, by 

(1) Regulations in this chapter pro¬ 
mulgated pursuant to section 701(a) of 
the act; or 

<2) Direct court enforcement action. 

<c> Paragraph (a) of this section 
does not; 

(1) Permit a statement of differences 
of opinion with respect to warnings (in¬ 
cluding contraindications, precautions, 
adverse reactions, and other information 
relating to possible product hazards) re¬ 
quired in labeling for food, drugs, de¬ 
vices, or cosmetics under the act. 

(2) Permit a statement of differences 
of opinion with respect to the effective¬ 
ness of a drug unless each of the opin¬ 
ions expressed is supported by substan¬ 
tial evidence of effectiveness as defined In 
sections 505(d) and 512(d) of the act. 

(Secs. 201(a). 403(a). 602 (a) and (f). 506. 
512. 602(a). 701(a). 52 8tat. 1041. 1047. 1050. 
1052-1053 as amended by 76 Stat. 781-755. 
1054-1055. 82 Stat. 343-351 (21 U S.C. 321 (n), 
343(a), 352 (a) and if). 355. 360b. 362(a). 
371(a)).) 

g 1.23 Procedure* for requr«tlng varia¬ 
tion* and f’xcniplion* front nNjnirrd 
liibi’l fttatrmcnt*. 

Section 403*e> of Lhe act (in this Pan 
1. the term “act” means the Federal 
Food. Drug, and Cosmetic Act) provides 
for the establishment by regulation of 
reasonable variations and exemptions 
for small packages from the required 
declaration of net quantity of contents. 
Section 403d) of the act provides for the 
establishment by regulation of exemp¬ 
tions from the required declaration of 
ingredients where such declaration is 
impracticable, or results in deception or 
unfair competition. Section 502(b) of 


the act provides for the establishment by 
regulation of reasonable variations and 
exemptions for small packages from the 
required declaration of net quantity of 
contents. Section 502(b) of the act pro¬ 
vides for the establishment by regulation 
of reasonable variations and exemptions 
for small packages from Uie required 
declaration of net quantity of contents. 
Section 5<b) of the Fair Packaging and 
Labeling Act provides for the establish¬ 
ment by regulation of exemptions from 
certain required declarations of net 
quantity of contents, identity of com¬ 
modity. identity and location of manu¬ 
facturer. packer, or distributor, and from 
declaration of net quantity of servings 
represented, based on a finding that full 
compliance with such required declara¬ 
tions is impracticable or not necessary 
for the adequate protection of consumers, 
and a further finding that the nature, 
form, or quantity of the packaged con¬ 
sumer commodity or other good and suf¬ 
ficient reasons justify such exemptions. 
The Commission, on his own initiative 
or on petition of an interested person, 
may propose a variation or exemption 
based upon any of the foregoing 
statutory provisions, including proposed 
findings if section 5(b) of the Fair Pack¬ 
aging and Labeling Act applies, pursuant 
to Parts 10. 12. 13. 14. 15. 16. and 19 of 
this chapter. 

§1.21 Exemption* from required label 
at a lenient*. 

The following exemptions are granted 
from label statements required by this 
part; 

(a) Foods . (1) While held for sale, a 
food shall be exempt from the required 
declaration of net quantity of contents 
specified in this part if said food is re¬ 
ceived in bulk containers at a retail es¬ 
tablishment and U accurately weighed, 
measured, or counted cither within the 
view of the purchaser or in compliance 
with the purchaser's order. 

(2) Random food packages, as defined 
in l 101.105iJ) of this chapter, bearing 
labels declaring net weight, price per 
pound or per specified number of pounds, 
and total price shall be exempt from the 
type size, dual declaration, and place¬ 
ment requirements of f 101.105 of this 
chapter if the accurate statement of net 
weight is presented conspicuously on the 
principal display panel of the package. 
In the case of food packed in random 
packages at one place for subsequent 
shipment and sale at another, the price 
sections of the label may be left blank 
provided they arc filled in by the seller 
prior to retail sole. This exemption shall 
also apply to uniform weight packages 
of cheese and cheese products labeled in 
the same maimer and by the same type 
of equipment as random food packages 
exempted by this paragraph <bm2> ex¬ 
cept that the labels shall bear a declara¬ 
tion of price per pound and not price per 
specified number of pounds. 

<3> Individual serving-size packages 
of foods containing less than ounce or 
less than & fluid ounce for use in restau¬ 
rant?. institutions, and passenger car¬ 
riers and not intended for sale at retail, 
shrll be exempt from the required decla¬ 


ration of net quantity of contents spec¬ 
ified In this part. 

(4) Individually wrapped pieces of 
"penny candy” and other confectionery 
of less than one-half ounce net weight 
per individual piece shall be exempt 
from the labeling requirements of this 
part when the container in which such 
confectionery is shipped is in conform¬ 
ance with the labeling requirements 
of this part. Similarly, when such con¬ 
fectionery items arc sold in bogs or 
boxes, such items shall be exempt from 
the labeling requirements of this part, 
including the required declaration of net 
quantity of contents specified in this part 
when the declaration on the bag or box 
meets the requirements of this part. 

(5) <i) Soft drinks packaged in bottles 
shall be exempt from the placement re¬ 
quirements for the statement of identity 
prescribed by fi 101.3 (a) and <d» of this 
chapter if such statement appears con¬ 
spicuously on the bottle closure. When 
such soft drinks are marketed in a multi- 
unit retail package, the mulUunit retail 
package shall be exempt from the state¬ 
ment of Identity declaration require¬ 
ments prescribed by § 101 3 of this chap¬ 
ter if the statement of identity on the 
unit container is not obscured by the 
xnulUunit retail package. 

(11) A mulUunit retail package for 
soft drinks shall be exempt from the 
declantUon regarding name and place of 
business required by $ 101.5 of this chap¬ 
ter If the package docs not obscure the 
declaration on unit containers or if it 
bears a statement that the declaration 
can be found on the unit containers and 
the declaration on the unit containers 
complies with f 101.5 of this chapter. The 
declaration required by 5 101.5 of this 
chapter may appear on the top or side of 
the closure of bottled soft drinks if the 
statement U conspicuous and easily legi¬ 
ble. 

(til) Soft drinks packaged in bottles 
which display other required label in¬ 
formation only on the closure shall be 
exempt from the placement require¬ 
ments for the declaration of contents 
prescribed by 5 101.105(f) of this chap¬ 
ter if the required content declaration Is 
blown, formed, or molded into the sur¬ 
face of the bottle In close proximity to 
the closure. 

(iv) Where a trademark on a soft drink 
package also serves as. or is. a statement 
of identity, the use of such trademark on 
the package In lines not parallel to the 
base on which the package rests shall be 
exempted from the requirement of 
f 101.3(d) of this chapter that the state¬ 
ment be in lines parallel to the base so 
long as there is also at least one state¬ 
ment of identity in lines generally par¬ 
allel to the base. 

(6) (l) Ice cream, french ice cream. 
Ice milk, fruit sherbets, water ices, quies¬ 
cently frozen confections (with or with¬ 
out dairy ingredients!, special die tan- 
frozen desserts, and products made in 
semblance of the foregoing, when meas¬ 
ured by and packaged In &-liquid pint 
and l gallon measure-containers, as de¬ 
fined in the “Measure Container Code of 
National Bureau of Standards Handbook 
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44." are exempt from the requirements of 
5 101.105(b)(2) of this chapter to the ex : 
tent that net content® of 8-fluid ounces 
and 64-fluid ounces (or 2 quarts) may bo 
expressed as Vt pint and Mi gallon, 
respect Ivoly. 

t ii > The foods named in paragraph 
(&H6H1) of this section, when meas¬ 
ured by and packaged in 1-liquid pint. 
1-liquid quart, and Vfe-gallon measure- 
containers, as defined in the "Measure 
Container Code of National Bureau of 
Standards Handbook 44," are exempt 
from the dual net-contcnts declaration 
requirement of 9 101.105* J) of this chap¬ 
ter. 

<lii> The foods named in paragraph 
(a) (6) *i> of this section, when measured 
by and packaged in Mi-liquid pint, 
1-liquid pint, 1-liquld quart. Mi-gallon, 
and 1-gallon measured-containers, as 
defined In the "Measure Container Code 
of National Bureau of Standards Hand¬ 
book 44." are exempt from the require¬ 
ment of 9 101.105(f) of this chapter that 
the declaration of net contents be located 
within the bottom 30 percent of the prin¬ 
cipal display panel. 

(7) <i) Milk, cream, light cream, coffee 
or table cream, whipping cream, light 
whipping cream, heavy or heavy whip¬ 
ping cream, sour or cultured sour cream, 
half-and-half, sour or cultured half-and- 
half. reconstituted or recombined milk 
and milk products, concentrated milk 
and milk products, skim or skimmed milk, 
vitamin D milk and milk products, forti¬ 
fied milk and milk products, homogenized 
milk, flavored milk and milk products, 
buttermilk, cultured buttermilk, cultured 
milk or cultured whole buttermilk, low- 
fat milk (0.5 to 2.0 percent butterfat). 
and acidified milk and milk products, 
when packaged in containers of 8- and 
64-fluid-ounce capacity, are exempt from 
the requirements of 9 101.105(b)(2) of 
this chapter to the extent that net con¬ 
tents of 8 fluid ounces and 64 fluid ounces 
(or 2 quarts) may be expressed as Mr Pint 
and \. gallon, respectively. 

(ii) The products listed in paragraph 
(a> (6) (i) of this section, when packaged 
in gloss or plastic containers of V&~pint, 
1-pint, 1-quart, -gallon, and 1-gallon 
capacities arc exempt from the place¬ 
ment requirement of 8 101.105(f) of this 
chapter that the declaration of net con¬ 
tents be located within the bottom 30 
percent of the principal display panel, 
provided that other required label infor¬ 
mation is conspicuously displayed on the 
cap or outside closure and the required 
net quantity of contents declaration is 
conspicuously blown, formed, or molded 
into or permanently applied to that part 
of the glass or plastic container that is at 
or above the shoulder of the container. 

(ill) The products listed in paragraph 
< a * < 6 “ i > of this section, when packaged 
In containers of 1-pint. 1-quart, and l ,£- 
gftllon capacities are exempt from the 
dual net-contents declaration require¬ 
ment of 9 101.105(j) of this chapter. 

»8» Wheat flour products, as defined 
by 89 137.105. 137.155. 137.160. 137.165. 
137.170. 137.175. 137.180, 137.185, 137.200. 
and 137.205 of this chapter, packaged: 

<D In conventional 2-, 5-, 10-, 25-, 
50-. and 100-pound packages are exempt 
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from the placement requirement of 
5 101.105(f) of this chapter that the dec¬ 
laration of net contents be located within 
the bottom 30 percent of the area of 
the principal display panel of the label; 
and 

(ii* In conventional 2-pound packages 
are exempt from the dual net-contents 
declaration requirement of 9 101.106(J> 
of this chapter provided the quantity of 
contents is expressed in pounds. 

(9> (!) Twelve shell eggs packaged in 
a carton designed to hold 1 dozen eggs 
and designed to permit the division of 
such carton by the retail customer at the 
place of purchase Into two portions of 
one-half dozen eggs each are exempt 
from the labeling requirements of this 
part with respect to each portion of such 
divided carton if the carton, when un¬ 
divided. is in conformance with the label¬ 
ing requirements of this part. 

(ii) Twelve shell eggs packaged in a 
carton designed to hold 1 dozen eggs are 
exempt from the placement requirements 
for the declaration of contents pre¬ 
scribed by 9 101.105 (f> of this chapter 
if the required content declaration is 
otherwise placed on the principal dis¬ 
play panel of such carton and if. in the 
case of such cartons designed to per¬ 
mit division by retail customers into two 
portions of one-half dozen eggs each, 
the required content declaration is 
placed on the principal display panel in 
such a manner that the context of the 
content declaration is destroyed upon 
division of the carton. 

(10) Butter as defined in 42 Stat. 1500 
(excluding whipped butter): 

(1) In 8-ounce and in 1-pound pack¬ 
ages is exempt from the requirements of 
9 101.105(f) of this chapter that the net 
contents declaration be placed within 
the bottom 30 percent of the area of the 
principal display panel; 

<li) In 1-pound packages is exempt 
from the requirements of 9 101.105(J) (1) 
of this chapter that such declaration be 
in terms of ounces and pounds, to per¬ 
mit declaration of "1 pound" or "one 
pound": and 

(lib In 4-ounce, 8-ounce, and 1-pound 
packages with continuous label copy 
wrapping is exempt from the require¬ 
ments of 85 101.3 and 101.105(f) of this 
chapter that the statement of ldenttty 
and net contents declaration appear in 
lines generally parallel to the base on 
which the package rests as it is designed 
to be displayed, provided that such state¬ 
ment and declaration are not so posi¬ 
tioned on the label as to be misleading 
or difficult to read as the package Is cus¬ 
tomarily displayed at retail. 

(ID Margarine as defined in 9 166.110 
of this chapter and imitations thereof in 
1-pound rectangular packages, except 
for packages containing whipped or soft 
margarine or packages that contain more 
than four sticks, are exempt from the re¬ 
quirement of 9 101.105(f) of this chapter 
that the declaration of the net quantity 
of contents appear within the bottom 30 
percent of the principal display panel 
and from the requirement of f 101.1054 j) 

(1) of this chapter that such declaration 
be expressed both In ounces and in 
pounds to permit declaration of "1 
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pound" or "one pound." provided an ac¬ 
curate statement of net weight appears 
conspicuously on the principal display 
panel of the package. 

(12) Com flour and related products, 
as they are defined by 59 137.211,137.215, 
and 137.230 thrqugh 137.290 of this chap¬ 
ter, packaged in conventional 5-. 10-. 25-. 
50-, and 100-pound bags are exempt from 
the placement requirement of 5 101.105 
(f) of this chapter that the declaration 
of net contents be located within the 
bottom 30 percent of the area of the 
principal display panel of the label. 

(13) (i) Single strength and less than 
Aingle strength fruit Juice beverages, 
imitations thereof, and drinking water 
when packaged In glass or plastic con¬ 
tainers of Vi-Pint, 1-plnt, 1-quart. L- 
gollon, and 1-gallon capacities are 
exempt from the placement requirement 
of 8 101.105(f) of this chapter that the 
declaration of net contents be located 
within the bottom 30 percent of the prin¬ 
cipal display panel: Provided. That other 
required label information is conspicu¬ 
ously displayed on the cap or outside 
closure and the required net quantity of 
contents declaration is conspicuously 
blown, formed, or molded into or perma¬ 
nently applied to that part of the glass or 
plastic container that is at or above the 
shoulder of the container. 

(ii) Single strength and less than sin¬ 
gle strength fruit Juice beverages, imita¬ 
tions thereof, and drinking water when 
packaged in glass, plastic, or paper 
(fluid milk type) containers of 1-plnt. 
1-quart, and Mr-gallon capacities are 
exempt from the dual net-contents dec¬ 
laration requirement of 5 101.105(J) of 
this chapter, 

(111) 8ingle strength and less than 
single strength fruit juice beverages, imi¬ 
tations thereof, and drinking water when 
packaged in glass, plastic, or paper (fluid 
milk type) containers of 8- and 64-fluid- 
ounce capacity, are exempt from the re¬ 
quirements of 8 101.105(b)(2) of this 
chapter to the extent that net contents 
of 8 fluid ounces and 64 fluid ounces (or 
2 quarts) may be expressed as Mi pint (or 
half pint) and Mr gallon (or half gal¬ 
lon), respectively. 

(14) The unit containers in a multi- 
unit or multicomponent retail food 
package shall be exempt from com¬ 
pliance with the requirements of 
section 403(g) (2). (i m 2), and (k) of the 
act with respect to the requirements for 
label declaration of ingredients when <D 
the multiunit or multicomponent retail 
food package labeling meets all the re¬ 
quirements of this part; (ID the unit con¬ 
tainers are securely enclosed within and 
not intended to be separated from the re¬ 
tail package under conditions of retail 
sale; and <tlD each unit container is 
labeled with the statement "Tills Unit 
Not Labeled For Retail Sale" In type size 
not less than one-sixteenth inch in 
height, and each multiunit or multicom¬ 
ponent package principal display panel 
Is labeled with the statement "Inner 
Units Not Labeled For Retail Sale" In 
type size not smaller than the minimum 
type size required for the declaration of 
net quantity of contents by 5 101 105 of 
this chapter. 
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(b> Drugs. Liquid over-the-counter 
veterinary preparations intended for in¬ 
jection shall be exempt from the decla¬ 
ration of net quantity of contents in 
terms of the U S. gallon of 231 cubic 
inches and quart, pint, and fluid-ounce 
subdivisions thereof as required by 
S 201.62<b>, Cl), and *j> of this chapter, 
and from the dual declaration require¬ 
ments of I 201.62(1) of this chapter, if 
such declaration of net quantity of con¬ 
tents is expressed in terms of the liter 
and milliliter, or cubic centimeter, with 
the volume expressed at 68* F <20* C). 

<c) Cosmetics. Cosmetics in pack¬ 
ages containing loss than cne-fourth 
ounce avoirdupois or one-eighth fluid 
ounce shall be exempt from compliance 
with the requirements of section 602ib> 
«2> of the Federal Food, Drug, and Cos¬ 
metic Act and section *i*a)«2> of the 
Fair Packaging and Labeling Act: 

(1) When such cosmetics arc affixed to 
a display card labeled in conformance 
with all labeling requirements of this 
part; or 

<2> When such cosmetics are sold at 
retail as part of a cosmetic package con¬ 
sisting of an Inner and outer container 
and the inner container Is not for sepa¬ 
rate retail sale and the outer container 
is labeled In conformance with all label¬ 
ing requirements of this part 

§1.31 Purtiiir oavinp. 

Any food. drug, cosmetic, or device 
that bears on the label or labeling a rep¬ 
resentation that the consumer commod¬ 
ity is being offered at a lower price per 
unit of weight, measure, or count be¬ 
cause of economy resulting from the size 
of live container or quantity of its con¬ 
tents is subject to the following condi¬ 
tions: 

(a) The container may bear a repre¬ 
sentation of economy by virtue of its size 
ifor example, “economy size,” “economy 
pack.” "big value." "thrifty pack." "bar¬ 
gain size, budget pack." etc.) only if: 

(1) The sponsor of the economy size 
promotion at the same time offers the 
same brand of that commodity in at least 
one other packaged sfec or labeled form. 

< 2> Only one packaged or labeled form 
of that brand of commodity Is labeled 
with an "economy size" representation. 

(3) The sponsor of the economy size 
promotion and all subsequent levels of 
commerce sell the commodity labeled 
with an "economy size" representation 
at a price per unit of weight.* volume, 
measure, or count which is substantially 
reduced <l.o. f at least 5 percent' from the 
actual price of all other packaged or 
labeled units of the same brand of that 
commodity offered simultaneously. 

(b) The sponsor of the economy size 
promotion and all subsequent levels of 
commerce such as wholesalers and Job¬ 
bers shall maintain for at least 1 year 
invoices or other records showing that 
the wholesale price per unit of weight, 
measure, or count in the economy size 
package is such that the retailers can 
sell the economy size container at a sig¬ 
nificantly lower price per unit. 

(Sec. 5. 80 Slat. 1298: 15 U.S C. 1454 ) 
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§ 1.35 "Cent-4-oflV* or oilier inp rrp- 
re*enUiti«m«. 

Any food, drug, cosmetic, or device 
that bears on the label or labeling a 
representation that the consumer com¬ 
modity is being offered for retail at a 
reduction in retail price is subject to the 
following conditions: Provided . howe\*r. 
That such conditions do not apply to any 
such savings representations initiated 
by persons who do not manufacture, 
package, or import such commodities and 
who do not prescribe or specify by any 
means the manner in which such com¬ 
modities are packaged or labeled by a 
manufacturer, packager, or importer: 

(a) A "cents-off." or other savings 
representation that states or irarlie* a 
reduction in the ordinary and customary 
retail price may be used by a manufac¬ 
turer, packer, distributor, or retailer, 
hereinafter known os the sponsor, ini¬ 
tiating such promotion only if: 

<1> An ordinary and customary selling 
price of such consumer commodity has 
been established at the retail level, 

(2) The sponsor's selling price and the 
selling price at all subsequent levels of 
commerce such as wholesalers and Job¬ 
bers has been reduced by at least the 
savings differential represented on the 
package or labeling, atul 

(3) The sponsor and all subsequent 
levels of commerce keep and maintain 
invoices or other records for each pro¬ 
motion and for all successive promotions 
which occur within a 12-jnonth period 
lor at least 1 year subsequent to the end 
of the year < calendar, fiscal, or market) 
in which the promotion occurs in order 
to show that the Invoice C06t to the re¬ 
tailer has been reduced in on amount 
sufficient to enable the retailer to pals 
the savings on to the purchaser. 

<b> Cl> Each "ccnU-off” price reduc¬ 
tion representation imprinted on the 
package or label shall be limited to a 
phrase which reflects that the price 
marked by the retailer represents the 
savings in the amount of the "centx-off * 
the retailer's regular price, e.g.. "Price 

Marked Is_Cents Off the Regular 

Price." "Price Marked Is_CenU-Off 

the Regular Price of This Package: M Pro¬ 
vided. The package or label may in addi¬ 
tion bear in the usual pricing spot a form 
reflecting a space for the regular price, 
the represented "cents-off.” and a space 
for the price to be paid by the consumer. 
The sponsor who sells the commodity at 
retail shall display the regular price, 
clearly and conspicuously designated as 
"regular price,” on the package or label 
of the commodity or on a sign, placard, 
or shelf-marker placed in a position con¬ 
tiguous to the retail display o l the "cents- 
off” marked commodity. The sponsor 
who does not sell at retail shall provide 
the retailer with a sign, placard, shelf - 
marker. or other device for the purpose 
of clearly and conspicuously displaying 
the retailer s regular price, designated 
as "regular price," in a position con¬ 
tiguous to the "ccnU-off" marked com¬ 
modity. 

<2> Other savings representations 
which appear on the label or labeling 
of a package, e.g.. "bonus offer." "two- 
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for-one sales,” "one-cent sales," etc., are 
subject to the provisions of this section. 
Due to the infinite variety and scope of 
such promotions, the label format of 
such representations may differ from 
that set forth in paragraph <b>U) of 
this section for "cents-ofT* promotions; 
however, such representations shall in¬ 
clude all material facts relative to the 
offer and shall in no way be misleading 

( 3) For the purposes of this section, 
the terms “ordinary and customary" and 
Tegular" when used wtth the term 
"price" mean the price at which a con¬ 
sumer commodity has been openly and 
actively sold in the most recent*ml regu¬ 
lar course of business in a particular 
retail outlet or a trade area for a rea¬ 
sonably substantial period of time <at 
least 30 days). For consumer commodi¬ 
ties that fluctuate in price, the ordinary 
and customary price shall be the lowest 
price at which anv substantial sales were 
made during said 30 days. 

tc) Shipments of consumer commodi¬ 
ties bearing "cents-off." or other savings 
representations to a given geographic 
trade area made bv the sponsor initi¬ 
ating such promotion shall be Jn no 
greater volume Utan 50 percent of the 
total units of that Identical consumer 
commodity distributed in the same geo¬ 
graphic trade area during anv period of 
12 consecutive months comprising a cal¬ 
endar. fiscal, or market year. 

(d) Tlte “cents-off." or other savings 
promotion may not be employed by a 
sponsor on consumer commodities for 
distribution to a specific geographic trade 
area until after 1 month has elapsed 
since their last distribution of that iden¬ 
tical consumer commodity bearing a sav¬ 
ings representation to the same geo¬ 
graphic trade area. The number of such 
promotions for that identical consumer 
commodity that may occur within a 12- 
month period comprising a calendar, fis¬ 
cal. or market year shall not exceed a 
total of six with no more than three of 
any one type or kind «e.g., "cents-off." 
"bonus offer," "two-for-one sale," "1- 
cent sale," etc ), and the total period 
of time for all such promotions shall not 
exceed 6 months within that 12-month 
period. 

(c> A newly developed consumer com¬ 
modity. one which has been changed in 
a functionally significant respect, or one 
which Lx newly introduced into a given 
geographic trade area may be the sub¬ 
ject of an "introductory offer" type pro¬ 
motion. Such offers arc not considered 
subject to the provisions of paragraphs 
(a) through'd# of this section, provided: 

»1> Each such labeled offer is clearly 
and conspicuously qualified with the 
phrase "Introductory Offer," and 

*2) If the Introductory offer promo¬ 
tion is in the form of a "cents-off" repre¬ 
sentation. o-ch such labeled offer shall 
include clearly and conspicuously in im¬ 
mediate conjunction therewith the 
phrase "-Cents Off the After-Intro¬ 

ductory-Offer Price"; and 

<3) Labeled representations do not 
exceed a period of 6 months duration. 

Any subsequent price reduction promo¬ 
tion of the consumer commodity is sub- 
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ject lo the provisions of paragraphs <a> 
through *d> of this section and shall be 
preceded by the 30-day period required 
for a determination of the ordinary and 
customary selling price in that retail es¬ 
tablishment. At the time of malting the 
introductory offer promotion, the spon¬ 
sor must intend in good faith to offer 
the commodity alone, immediately fol¬ 
lowing the introductory offer promotion, 
for a reasonably substantial period of 
lime cat least 30 days) at the anticipated 
after-introductory-offer price. The spon¬ 
sor of the Introductory offer promotion 
and all subsequent levels of commerce 
shall seli the commodity at a reduction 
from their anticipated after-introduc¬ 
tory-offer price which reduction shall be 
at least equal to the savings differential 
represented on the package or labeling. 
The sponsor and all subsequent levels of 
commerce shall maintain invoices and 
records for at least 1 year subsequent 
to the end of the year (calendar, fiscal, 
or market) in which such Introductory 
offer occurs. 

(8*c*. 5. 6. 80 8t*t. 1283-1300; 16 U-8.C. 1454- 
1463.) 

Subparts C and D—[Reserved] 
Subpart E—Imports and Exports 
§ 1.83 !><• fin it inn a. 

% 

For the purposes of regulations pre¬ 
scribed under section 801 (*>, <b). and 
< c > of the Federal Food. Drug, and Cos¬ 
metic Act: 

<a) The term ' owner'’ or "consignee" 
means the person who has the rights of 
a consignee under the provisions of sec¬ 
tions 483. 484. and 485 of the Tariff Act 
of 1930. as amended (19 U.8.C. 1483, 
1484. 1485 >. 

<b> The term "district director" means 
the director of the district of the Food 
and Drug Administration having juris¬ 
diction over the port of entry through 
which an article is Imported or offered 
for import, or such officer of the district 
as he may designate to act in his behalf 
in administering and enforcing the pro¬ 
visions of section 801 (a), <b>, and <c>. 

§ I .90 Notice of Ajtmplrtig. 

When a sample of an article offered for 
import has been requested by the district 
director, the collector of customs having 
jurisdiction over the article shall give to 
the owner or consignee prompt notice of 
delivery of. or intention to deliver, such 
sample. Upon receipt of the notice, the 
owner or consignee shall hold such ar¬ 
ticle and not distribute it until further 
notice from the district director or the 
collector of customs of the results of 
examination of the sample. 

g 1.91 Pay mrnl fur -ample*. 

The Food and Drug Administration 
will pay for nil Import samples which are 
found to be in compliance with the re¬ 
quirements of the Federal Food, Drug, 
and Cosmetic Act. Billing for reim¬ 
bursement should be made by the owner 
or consignee to the Food and Drug Ad¬ 
ministration district headquarters in 
whose territory the shipment was offered 
for import. Payment for samples will 


not be mode if the article is found to be 
in violation of the act, even though sub¬ 
sequently brought into compliance under 
the terms of an authorization to bring 
the article into compliance or rendered 
not a food. drug, device, or cosmetic as 
set forth in § 1.95. 

§ 1.91 Hearing on refu«nt of nclttii*Mon. 

<a> If it appears that the article may 
be subject to refusal of admission, the 
district director shall give the owner or 
consignee a written notice to that effect, 
stating the reasons therefor. The notice 
shall specify a place and a period of time 
during which the owner or consignee 
shall have an opportunity to introduce 
testimony. Upon timely request, giving 
reasonable grounds therefor, such time 
and place may be changed. Such testi¬ 
mony shall be confined to matters rele¬ 
vant to the admissibility of the article, 
and may be Introduced orally or in 
writing. 

<b) If such owner or consignee sub¬ 
mits or Indicates hLs intention to sub¬ 
mit an application for authorization to 
relabel or perform other action to bring 
the article into compliance with the act 
or to raider it other than a food, drug, 
device, or cosmetic, such testimony shall 
include evidence in support of such ap¬ 
plication If such application Is not 
submitted at or prior to the hearing, the 
district director shall specify a time 
limit, reasonable in the light of the cir¬ 
cumstances. for filing such application. 

§ 1.95 \ppliculion for utitborixaliofi to 
relabel and recondition. 

Application for authorization to relabel 
or perform other action to bring the ar¬ 
ticle Into compliance with the act or to 
render it other than a food. drug, device 
or cosmetic may be filed only by the 
owner or consignee, and shall: 

(a) Contain detailed proposals for 
bringing the article into compliance 
with the act or rendering it other than 
a food. drug, device, or cosmetic. 

(b) Specify the time and place where 
such operations will be carried out and 
the approximate time for their com¬ 
pletion. 

§ 1.9b Cranling of uulkorixaUOfft lo re¬ 
label and recondition. 

When authorization contemplated 
by i l 95 is granted, the district director 
shall notify the applicant in writing, 
specifying: 

11 * The procedure to be followed: 

<2* The disposition of the rejected 
articles or portions thereof; 

(3» That the operations are to be 
carried out under the supervision of an 
officer of the Food and Drug Administra¬ 
tion or the Bureau of Customs, as the 
case may be; 

<4> A time limit, reasonable in the 
light of the circumstances, for comple¬ 
tion of the operations; and 

8uch other conditions as are 
necessary to maintain adequate super¬ 
vision and control over the article. 

<b> Upon receipt of a written request 
for extension of time to complete 
such operations, containing reasonable 
grounds therefor, the district director 


may grant such additional time as he 
deems necessary. 

<c> An authorization may be amended 
upon a showing of reasonable grounds 
therefor and the filing of an amended 
application for authorization with the 
district director. 

(d) If ownership of an article covered 
by an authorization changes before the 
operations specified in the authorization 
have been completed, the original owner 
will be held responsible, unless the new 
owner has executed a bond and obtained 
a new authorization. Any authorization 
granted under this section shall super¬ 
sede and nullify any previously granted 
authorization with respect to the article. 

§ 1.97 Bond*. 

(a) The bonds required under section 
80Kb) of the act may be executed by 
the owner or consignee on the appropri¬ 
ate form of a customs single-entry or 
term bond, containing a condition for 
the redeiivery of the merchandise or any 
part thereof upon demand of the collector 
of customs and containing a provision for 
the performance of conditions as may 
legally be imposed for the relabeling or 
other action necessary to bring the 
article Into compliance with the act or 
rendering it other titan a food, drug, de¬ 
vice, or cosmetic, in such manner as is 
prescribed for such bond In the customs 
regulations in force on the date of re¬ 
quest for authorization. The bond shall 
be filed with the collector of customs. 

(b) The collector of customs may 
cancel the liability for liquidated dam¬ 
ages incurred under the above-men¬ 
tioned provisions of such a bond, if he 
receives an application for relief there¬ 
from. upon the payment of a lesser 
amount or upon such other terms and 
conditions as shall be deemed appropri¬ 
ate under the law and in view of the 
circumstances, but the collector shall not 
act under this regulation in any ease 
unless the district director Is in full 
agreement with the action. 

§ 1.99 C',o*t* rhargeable in connection 

%»itli relabeling and recondition in g 
iiuidmi**ible import*. 

The cost of supervising the relabeling 
or other action in connection with an 
import of food, drugs, devices, or 
cosmetics which falls to comply with 
the Federal Food. Drug, and Cos¬ 
metic Act shall be paid by the owner 
or consignee who files an application re¬ 
questing such action and executes a 
bond, pursuant to section 801 <b> of the 
act. as amended. The cost of such super¬ 
vision shall include, but not be restricted 
to. the following: 

• a) Travel expenses of tiie supervising 
officer. 

<b) Per diem in lieu of subsistence of 
the supervising officer when away from 
his home station, us provided by law. 

<cp The charge for the services of the 
supervising officer, which shail include 
administrative support, shall be com¬ 
puted at a rate per hour equal to 266 per¬ 
cent of the hourly rate of regular pay of 
a grade GS-11/4 employee, except that 
such services performed by a customs 
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officer and subject to the provisions of 
the act of February 13. 1911. as amended 
(sec. 5, 36 Stat. 901. as amended <19 
U.S.C. 267)). shall be calculated as pro¬ 
vided in that act. 

<d) The charge for the service of the 
analyst, which shall include administra¬ 
tive and laboratory support, shall be 
computed at a rate per hour equal to 
266 percent of the hourly rate of regular 
pay of a grade OS-12/4 employee. The 
rate per hour equal to 266 percent of the 
equivalent hourly rate of regular pay of 
the supervising officer <GS-ll/4> and the 
analyst (GS-12/4) is computed as fol¬ 
lows: 

//our* 

Urom uuintar vf «»rkiOK butin* In 62 

40 hr wrrka_2. osn 

IntR: 

© l*IC*l public Uutiditjr* fr«n» 

l>rtj\ WanhIOftoil'* lttrttuliiy. M»* 

Mortal Dnjr. Indepriutrncr Pay. 

Ulwr boy, Colutnbtia Pij. Vet 
crus liny, Tl»*nk»*tvlnc Dny, 

mid ChrUtnuuv Pay-- 7u 

Annual Imvf-W d- 20H 

Kick lrmrr 13 d- - 1<H 

Total_ 3H4 

Svi number of working Iwinra. 1. OOrt 
OruM number of working boor* In 02 

40-hr week*_..... _ 2, OMI 

Working hour equivalent of Government 
contribution* for catploroc retirement, 
life lrmuraon*. and health benefit* « , om 
puttnl at S*4 |k« of otimial mi* of pay 
of employee_ 11*1 

Equivalent annual working hour*. 2. 230 

Support minimi to equal to 1 man yrar 2, 256 
vulent groiM annual working 
bourn charged lo Kood and Drug 
appropriation ___ 4. 512 

Noth. Itatlo of equivalent gr«>«A annual 

number of working hour* ehorged to Komi nn*l 
Drug appropriation to net nnn»t*«*» of niinmil 

working hnwrwy-^J 2#ut prt 

(ei Tlie minimum charge for services 
of supervising officers and of analysts 
shall be not less than the charge for 1 
hour, and time after the first hour shall 
be computed In multiples of 1 hour, dis¬ 
regarding fractional parts less than V 2 

hour. 


PART 2—GENERAL ADMINISTRATIVE 
RULINGS AND DECISIONS 

Subpart A—General Provision* 

Sec. 

3-5 Imminent hazard to the public health. 
2.10 Examination and investigation «a in plea 
3 10 Methods of analytd*. 

Sob-port 8—Human and Animal Food* 

2 25 Grain need treated with potaonou* tub* 
stance*; color identification to pre¬ 
vent adulteration of human and ani¬ 
mal food. 

2 36 U*c of aeoondhand containers for the 
shipment or storage of food and ani¬ 
mal feed 

Subpart* C-C—(R**aiv*d) 

Sub part F—Caustic Potsons 

2 110 DeflnlUon of ammonia under Federal 
Cauntie Polsoti Act. 

Authohitt • Sec 701, 53 Stat. 1056 1056 ao 
amended (21 Ufi.C. 371). tinlm otherwise 
noted. 

Subpart A—General Provisions 

§ 2.5 Imminent liarard In llir public 
health. 

<a) Within the meaning of the Fed¬ 
eral Food. Drug, and Cosmetic Act an 


imminent hazard to the public health is 
considered to exist when the evidence is 
sufficient to show that a product or prac¬ 
tice, posing a significant threat of danger 
to health, creates a public health situa¬ 
tion <1) that should be corrected immedi¬ 
ately to prevent injury and <2) that 
should not be permitted to continue while 
a hearing or other formal proceeding Is 
being held. The "imminent hazard" may 
be declared at any point in the chain of 
event* which may ultimately result in 
harm to the public health. The occur¬ 
rence of the final anticipated injury is 
not essential to establish that an "Immi¬ 
nent hazard" of such occurrence exists. 

<b> In exercising his judgment on 
whether an "imminent hazard" exist*, 
the Commissioner will consider the num¬ 
ber of injuries anticipated and the na¬ 
ture, severity, and duration of the antici- 
pated Injury. 

(Secs. 505. 607. 512, 52 Btni 106153, a* 
amended. 50 Stat. 463. a* amended, 82 Btat. 
343-61, 2! U8.C. 356. 357. 360b; ore*. 2. 3. 
10(a), 74 BUt. 372-75. aa amended 378. 16 
UJB.C. 1261-62. 1260.) 

§2.10 KkAiuiiuitlon *v»<l iiiv^ligaliou 
fUHBIplOR* 

(a) <1> When any officer or employee 
of tlie Department collects a sample 
of a food. drug, or cosmetic for analysts 
under the act. Uie sample shall be 
designated a* an official sample if 
record* or other evidence is obtained 
by him or any other officer or employee 
o L the Department indicating that tlie 
shipment or other lot of the article from 
which such sample wa* collected was In¬ 
troduced or delivered for introduction 
into interstate commerce, or was in or 
was received in interstate commerce, or 
was manufactured within a Territory. 
Only samples so designated by an officer 
or employee of the Department shall be 
considered to be official samples. 

(2) For the purpose of determining 
whether or not a sample is collected for 
analysis, the term "analysis" includes 
examinations and tests. 

<3i The owner of a food. drug, or cos¬ 
metic of which an official sample is col¬ 
lected is the person who owns the ship¬ 
ment or other lot of the article from 
which the sample is collected 

<b> When an officer or employee of the 
Department collects an official sample of 
a food, drug, or cosmetic for analysis 
under the act. he shall collect at least 
twice the quantity estimated by him to 
be sufficient for analysis, unless: 

ill The amount of the article avail¬ 
able and reasonably accessible for 
sampling is less than twice Uie quantity 
so estimated, in which case he shall col¬ 
lect a* much a* 1* available and reason¬ 
ably accessible, 

(2> The cost of twice the quantity so 
estimated exceeds $50. 

(3) The sample cannot by diligent use 
of pracUcablc preservation techniques 
available to Uie Food and Drug Admin¬ 
istration be kept in a state in which it 
could be readily and meaningfully ana¬ 
lyzed In the same manner and for the 
same purposes as the Food and Drug 
AdminlstraUon's analysis. 


(4i The sample is collected from a 
shipment or other lot which is being im¬ 
ported or offered for import into the 
United States. 

(5) The sample Is collected from a 
person named on the label of Uie article 
or his agent, and such person is also the 
owner of the article. 

(6) The sample is collected from the 
owner of the arUcle. or liis agent, and 
such article bears no label or. if It bears 
a label, no person is named thereon 

In addition to the quantity of sample 
set forth in this paragraph, the officer 
or employee shall, if practicable, collect 
such further amount a* he estimates will 
be sufficient for use as trial exhibits 

<c> After the Food and Drug Admin¬ 
istration has completed such analysis 
of an official sample of a food, drug, or 
cosmetic as it determines. In the course 
of analysis and interpretation of an¬ 
alytical results, to be adequate to estab¬ 
lish Uie respects, if any. in which the 
article is adulterated or misbranded 
within Uie meaning of the act. or other¬ 
wise subject to tlie prohibitions of the 
act, and has reserved an amount of the 
article it estimates to be adequate for 
uso as exhibits in the trial of any case 
that may arise under Uie act based on 
the sample, a part of the sample, if any 
remains available, shall be provided for 
analysis, upon written request, by any 
ixnrson named on the label of the article, 
or Uie owner thereof, or the attorney or 
agent of such person or owner, except 
when: 

(1) After collection, the sample or re¬ 
maining part thereof has become decom¬ 
posed or otherwise unfit for apalysis, or 

(2> The request Is not maoe within a 
reasonable time before the trial of any 
rase under the act, based on the sample 

which such person or owner is a party. 
Tho person, owner, attorney, or agent 
who requests the part of sample shall 
specify the amount desired A request 
from an owner shall be accompanied by 
a showing of ownership, and a request 
from an attorney or agent by a showing 
of authority from such person or owner 
to receive the part of sample. When two 
or more requests for parts of the same 
sample are received the requests shall be 
complied with in the order in which they 
were received so long as any part of the 
sample remains available therefor 

*d> When an official sample of food, 
drug, or cosmetic is Uie basis of a notice 
given under section 305 of the act. or of 
a case under the act. and the person to 
whom the notice was given, or any per- 
jfon who is a party to the case, ha* no 
right under paragraph <c> of Uils sec- 
Uon to a part of the sample, such per¬ 
son or his attorney or agent may obtain 
a part of the sample upon request accom¬ 
panied by a written waiver of right*un¬ 
der such paragraph <c) from each per¬ 
son named on the label of the arUcle 
and owner thereof, who ha* not exer¬ 
cised his right under such paragraph 
<c). Tlie operaUon of this paragraph 
shall be subject to the exceptions, terms, 
and condiUon* prescribed in paragraph 
(c> of this section 
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<e> The Food and Drug Administra¬ 
tion U authorized to destroy: 

< 1 > Any official sample when it deter¬ 
mines that no analysis of such sample 
will be made: 

<2> Any official sample or part there¬ 
of when It determines that no notice un¬ 
der section 305 of the act. and no case 
under the act. is or will be based on 
such sample: 

<3> Any official sample or part there¬ 
of when the sample was the basis of a 
notice under section 305 of the net. and 
when, after opportunity for presentation 
of views following such notice, it deter¬ 
mines that no other such notice, and no 
case under the act. is or will be based 
on such sample; 

<4» Any official sample or part thereof 
when the sample w as the basis of a case 
under the act which has gone to final 
judgment, and when it determines that 
no other such case is or will be based on 
such sample: 

»5j Any official sample or part thereof 
if the article is perishable: 

<6> Any official sample or part thereof 
when, after collection, such sample or 
part has become decomposed or other¬ 
wise unfit for analysis; 

<7> That part of any official sample 
which is in excess of three times the 
quantity it estimates to be sufficient for 
analysis. 

(Sec*. 701, 702. 52 Stat. 1055. a* amended: 
1056. a» amended: 21 U43.C. 371. 372.) 

§ 2.1 Method* of onalon. 

Where the method of analysis is not 
prescribed In a regulation, it is the policy 
of the Food and Drug Administration in 
its enforcement programs to utilize the 
methods of analysis of the Association of 
Official Analytical Chemists (AOAC) as 
published in the latest edition of their 
publication. “Official Methods of Analysis 
of the Association of Official Analytical 
Chemists." and the supplements thereto 
("Changes in Methods" as published in 
the March issues of the "Journal of the 
Association of Official Analytical Chem¬ 
ists"), when available and applicable. 
Upon request, the Commissioner will fur¬ 
nish advice as to the availability and ap¬ 
plicability of an AOAC method with re¬ 
spect to the enforcement of any specific 
regulation or statutory requirement. In 
the absence of an AOAC method, the 
Commissioner wdl furnish a copy of the 
particular method, or a reference to the 
published method, that the Food and 
Drug Administration will use in its en¬ 
forcement program. Other methods may 
be used for quality control, specifications, 
contracts, surveys, and similar nonregu- 
latory functions, but it is expected that 
they will be calibrated in terms of the 
method which the Food and Drug Ad¬ 
ministration uses in its enforcement pro¬ 
gram. Use of an AOAC method docs not 
relieve the practioner of the responsi¬ 
bility to demonstrate that he can per¬ 
form the method properly through the 
use of positive and negative controls and 
recovery and reproducibility studies. 

(Sec 707. 57 8U1. 500: 21 UJ8.C. 377.) 


RULES AND REGULATIONS 

Subpart B—Human and Animal Foods 

§ 2.25 Crain seed treated with poisonous 
Mibfrlaneea; color identification to 
present adulteration of humnn und 
animal food. 

<a> In recent years there has de¬ 
veloped increasing use of poisonous treat¬ 
ments on seed for fungicidal and other 
purposes. Such treated seed, if con¬ 
sumed. presents a hazard to humans and 
livestock. It is not unusual for stocks of 
such treated food seeds to remain on 
hand after the planting season has 
passed. Despite the cautions required by 
the Federal Seed Act (53 Stat 1275. as 
amended 72 Stat. 476, 7 U.8.C. 1551 et 
seq.» in the labeling of the treated seed, 
the Food and Drug Administration has 
encountered many cases where such sur¬ 
plus stocks of treated wheat, com. oats, 
rye. barley, and sorghum seed had been 
mixed with untreated seed and sent to 
market for food or feed use. This has 
resulted in livestock Injury and in legal 
actions under the Federal Food. Drug, 
and Cosmetic Act against large quantities 
of food adulterated through such admix¬ 
ture of poisonous treated seeds with good 
food. Criminal cases w’ere brought 
against some firms and Individuals. 
Where the treated seed s are prominently 
colored, buyers and users or processors of 
agricultural food seed for food purposes 
are able to detect the admixture of the 
poisonous seed and thus reject the lots; 
but most such buyers, users, and proces¬ 
sors do not have the facilities or scien¬ 
tific equipment to determine the presence 
of the poisonous chemical at the time 
crops are delivered, in cases where the 
treated seeds have not been so colored. 
A suitable color for this use is one that is 
in sufficient contrast to the natural color 
of the food seed as to make admixture of 
treated, denatured seeds with good food 
easily apparent, and is so applied that 
it is not readily removed. 

<b> On and after December 31. 1964. 
the Food and Drug Administration will 
regard as adulterated any interstate 
shipment of the food seeds wheat, com. 
oats, rye, barley, and sorghum bearing a 
poisonous treatment in excess of a rec¬ 
ognized tolerance or treatment for which 
no tolerance or exemption from toler¬ 
ance is recognized in regulations promul¬ 
gated pursuant to .section 408 of the Fed¬ 
eral Food, Drug, and Cosmetic Act, unless 
such seeds have been adequately dena¬ 
tured by a suitable color to prevent their 
subsequent inadvertent use as food for 
man or feed for animals. 

(c> Attention is called to the labeling 
requirements of the Federal Hazardous 
Substances Act. where applicable to de¬ 
natured seeds in packages suitable for 
household use. 

(Sec*. 402(a). 406. 52 Stat. 1046. a* amended: 
68 Stat 511: 21 UJ3 jC. 342(a), 348: **c 2(f) 
(1), 74 Stat 372; 15 U.8.C. 1261 ) 

§ 2.33 I V of fcecomlltam! container* for 
tlir •hipment or storage of finnl arid 
{•mum! feed. 

ta> Investigations by the Food and 
Drug Administration, the National Com¬ 
municable Disease Center of the U.S. 


Public Health Service, the Consumer and 
Marketing Service of the U.S. Depart¬ 
ment of Agriculture, and by various State 
public health agencies have revealed 
practices whereby food and animal feed 
stored or shipped in secondhand con¬ 
tainers have been rendered dangerous to 
health. Such contamination has been the 
result of the original use of these con¬ 
tainers for the storage and shipment of 
articles containing or bearing disease 
organisms or poisonous or deleterious 
substances. 

<b> The Commissioner concludes that 
such dangerous or potentially dangerous 
practices include, but are not limited to. 
the following: 

(D Some vegetable growers and 
packers employ used poultry crates for 
shipment of fresh vegetables, including 
cabbage and celery. Salmonella orga¬ 
nisms are commonly present on dressed 
poultry and In excreta, and fluid exu¬ 
dates from dressed birds. Thus wooden 
crates in which dressed poultry has been 
Iced and packed are potential sources of 
Salmonella or other enteropathogenic 
microorganisms that may contaminate 
fresh vegetables which are frequently 
consumed without heat treatment. 

(2) Some potato growers and pro¬ 
ducers of animal feeds use secondhand 
bags for shipment of these articles. Such 
bags may have originally been used for 
shipping or storing pesticide-treated seed 
or other articles bearing or containing 
poisonous substances. Thus these sec¬ 
ondhand bags are potential sources of 
contamination of the food or animal 
feed stored or shipped therein. 

<c> In a policy statement issued 
April 11. 1968. the Food and Drug Ad¬ 
ministration declared adulterated within 
the meaning of section 402(a) of the 
Federal Food. Drug, and Cosmetic Act 
shipments of vegetables or other edible 
food in used crates or containers that 
may render the contents injurious to 
health. This policy statement is extended 
so that the Food and Drug Administra¬ 
tion will regard as adulterated within 
the meaning of section 402<ai of the act 
shipments of vegetables, other edible 
food, or animal feed in used crates, bags, 
or other containers that may render the 
contents injurious to health. 

(S4K*. 402(a). 52 Stat 1046. ft* amended 21 
U5.C 342(a).) 

Subparts C-E—[Reserved] 

Subpart F—Caustic Poisons 

§2.110 Definition of ammonia under 
Fede ral Cau*tic Poison Art. 

For the purpose of determining 
whether an article containing ammonia 
is subject to the Federal Caustic Poison 
Act the ammonia content Is to be calcu¬ 
lated as NH , 

(Secs. 2. 9. 44 Stat. 1406. 1409; 15 DSC. 402. 
409.) 


PART 5— DELEGATIONS OF AUTHORITY 
AND ORGANIZATION 

Subpart A—Delegation* of Authority to »h# 
Commissioner of food and Drugs 

Sec. 

6.1 Delegations from the Secretary and A»- 
Hiatant Secretary 
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Subpart B—Redalegatfon* of Authority from th« 
Commiitioarr of Food and Drug* 

Sec. 

620 Oonerml redslsgattonii of authority 
from the Commissioner to other 
officers of the Pood and Drug Admin¬ 
istration. 

5.21 Emergency functions. 

5.22 Certification of true copies and use of 

the Depart me at seal. 

6.23 Disclosure of official records. 

5.25 O rants 

526 Service fellowships. 

620 Hearings and review boards. 

525 Enforcement activities. 

526 Certification following inspections. 

627 Issuance of report* of minor violaUous. 

6.46 Imports. 

6.46 Manufacturer's resident import agents. 

5.61 Issuance of notices of filing of petitions 
and notices of proposed rule making 
pertaining to food standards, food 
additives, and color additives 

6 63 Detention of meat, poultry, eggs, and 
related products 

6.64 Certification of color additives. 

6.66 Approval of schools providing food- 
proceaalng instruction. 

5.68 Issuance and revocation of licensee for 
the propagation or manufacture and 
preparation of biological products. 

6.70 Issuance of notice* implementing the 

provisions of the Drug Amendments 
of 1062. 

6.71 Termination of exemptions for new 

drugs for Investigational use in 
human beings or in animals. 

6.73 Certification of Insulin. 

6.76 Designation of official master and 
working standards for antibiotic 
drugs. 

6.76 Certification of antibiotic drugs. 

6.78 Issuance, amendment, or repeal of 
regulations pertaining to antlbiotio 
drugs for human use. 

6.80 Approval of new drug applications and 
their supplements. 

6 82 Issuance of notices relating to pro¬ 
posals to refuse approval or to with¬ 
draw approval of new drug applica¬ 
tions and their supplements. 

6.83 Approval of new animal drug applica¬ 
tions and their supplements. 

6 84 Issuance or notices relating to pro¬ 
posals to refuse approval or to with¬ 
draw approval of new animal drug 
applications and their supplements. 

6.86 Oranting and withdrawing variances 
from performance standards for 
electronic products. 

527 Exemptions from performance stand¬ 

ards for electronic products. 

5.88 Testing programs and methods of cer¬ 
tification and Identification for 
electronic products. 

5 89 Notification of defect* in, and re¬ 
pair or replacements of. electronic 
products. 

6.90 Manufacturers requirement to pro¬ 
vide data to ultimate purchasers of 
electronic products. 

691 Dealer and distributor direction to 
provide data to manufacturers of 
electronic product*. 

622 Acceptance of assistance from State 
and local authorities for enforce¬ 
ment of radiation control legislation 
and regulation*. 

Subpart C—Organization 

5.100 Headquarters. 

6.106 Assistant General Counsel for Food 
and Drugs. Office of Oeneral Coun¬ 
sel. Department of Health. Educa¬ 
tion. and Welfare. 

6.110 FDA Public Record* and Document* 
Center 

5.116 Field structure. 

Authority: Sec. 701(a), 62 But 1066 ( 31 

U.S.C. 371). 
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Subpsrt A—Delegations of Authority to the 
Commissioner of Food and Drugs 

§ 5.1 Delegation* from the Secretary 
and Assistant Secretary. 

(a) The Assistant Secretary for 
Health has redelegated to the Commis¬ 
sioner of Food and Drugs with authority 
to redelegatc <35 FR 606 as amended) 
all authority delegated to him by the 
Secretary of Health. Education, and 
Welfare as follows: 

<1) Functions vested in the Secretary 
under the Federal Food. Drug, and Cos¬ 
metic Act (21 U-S.C. 301 et M?q.>, the 
Filled Milk Act <21 U.S.C. 61-83), the 
Federal Import Milk Act <21 U-8.C. 141 
et seq.), the Tea Importation Act <21 
U.S.C. 41 et seq.), the Federal Caustic 
Poison Act <44 Stat, 1406). and The Fair 
Packaging and Labeling Act <15 US.C. 
1451 et seq.), pursuant to section 12 of 
Reorganization Plan No. IV and Reorga¬ 
nization Plan No. 1 of 1953, including 
authority to administer oaths vested in 
the Secretary of Agriculture by 7 U.8.C. 
2217. 

(2) Functions vested in the Secretary 
under section 301 < Research and Inves¬ 
tigation); section 307 < International 

Cooperation); section 310 <Health Ed¬ 
ucation and Information); section 311 
(Federal-State Cooperation); and sec¬ 
tion 314(f) (Interchange of Personnel 
with States) of the Public Health Serv¬ 
ice Act <42 U.S.C. 241, 2421. 2420. 243. 
246(f)) which relate to the functions of 
the Food and Drug Administration. 

<3) Functions vested in the Secretary 
under sections 354 through 360F of the 
Public Health 8ervicc Act <42 U.S.C. 
263b through 263n> which relate to elec¬ 
tronic product radiation control. 

<4) Functions vested in the Secretary 
under section 361 of the Public Health 
Service Act <42 U.S.C. 264) which relate 
to the law enforcement functions of the 
Food and Drug Administration concern¬ 
ing the following products and activities: 
biological* (including blood and blood 
products); interstate travel sanitation 
(except Interstate transportation of 
etiological agents under 42 CFR 72.25); 
food (including milk and food service 
sanitation and shellfish sanitation); and 
drugs, devices, cosmetics, and electronic 
products, and other Items or products 
regulated by the Food and Drug Admin¬ 
istration. 

<5) Functions vested in the Secretary 
under sections 351 and 352 of the Public 
Health Service Act <42 U.8.C. 262 and 
263) which relate to biological products. 

<6) Functions vested in the Secretary 
pertaining to section 302<a> of the Pub¬ 
lic Health Service Act <42 D8.C. 243<a)) 
which relate to the determination and 
reporting requirements with respect to 
the medicinal and scientific requirements 
of the United 8tatcs for controlled sub¬ 
stances. 

(7) Functions vested in the Secretary 
pertaining to section 303 of the Public 
Health Service Act '<42 U.8.C. 242a) 
which relate to the authorization of per¬ 
sons engaged in research on the use and 
effect of drugs to protect the identity of 
their research subjects with respect to 
drugs scheduled under Public Law 91-513 
for which a notice of claimed exemption 
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for an investigational new drug is filed 
with the Food and Drug Administration 
and with respect to all drugs not sched¬ 
uled under Public Law 91-513. 

(8) Functions vested in the Secretary 
pertaining to section 4 of the Compre¬ 
hensive Drug Abuse Prevention and Con¬ 
trol Act of 1970 <84 Stat. 1241) which 
relate to the determination of the safety 
and effectiveness of drugs or to approve 
new drugs to be used in the treatment of 
narcotic addicts. 

(9) Functions vested in the Secretary 
pertaining to section 303<f) of the Con¬ 
trolled Substances Act (21 U S C. 823 <f)) 
which relate to the determination of the 
qualifications and competency of prac¬ 
titioners wishing to conduct research 
with controlled substances listed tn 
Schedule I of the Act. and the merits of 
the research protocol. 

(10) Functions vested in the Secretary 
pertaining to provisions of the Controlled 
Substances Act <21 U.S.C. 801 et seq.) 
which relate to administration of the 
Federal Food, Drug, and Cosmetic Act 
<21 U.S.C. 301 et seq.). 

(11) Functions vested in the Secretary 
under section 409 <b) of the Federal Meat 
Inspection Act <21 U.S.C. 679(b)) which 
relate to the detention of any carcass, 
part thereof, meat, or meat product of 
cattle, sheep, swine, goats, or equines. 

<12) Functions vested in the Secretary 
under section 24 <b) of the Poultry Prod¬ 
ucts Inspection Act <21 U.8.C. 467f<b)) 
which relate to the detention of any poul¬ 
try carcass, part thereof, or poultry 
product. 

(13) Functions vested in the Secretary 
under the Egg Products Inspection Act 
<21 UjS.C. 1031 et seq.). 

(14) Functions vested In the Secretary 
by amendments to the foregoing statutes 
subsequent to Reorganization Plan No. 1 
of 1953. 

(15) Function of issuing all regulations 
of the Food and Drug Administration. 
The reservation of authority contained 
in Chapter 2-000 of the Department 
Organization Manual shall not apply. 

(18) Functions vested in the Secre¬ 
tary under section 1103(4) of Executive 
Order 11490, as amended, and those por¬ 
tions of sections 1103(1), 1103(2), 1103 
<3). 3001(2). 3001(3), 3002(1). 3002(3). 
3004. and 3009 of the Order, which re¬ 
late to foods, drugs, and biological*. 

<17) Function vested in the Secretary 
of authorizing and approving miscella¬ 
neous and emergency expenses of en¬ 
forcement activities. 

(18) Function vested in the Secretary 
under the Federal Advisory Committee 
Act, Public Law 92-463, to make deter¬ 
minations that advisory committee 
meetings arc concerned with matter* 
listed in 5 USC. 552<b> and therefor 
may be closed to the public for those 
committees under the administrative Ju¬ 
risdiction of the Commissioner of Food 
and Drugs. This authority may not be rc- 
delcgated. This authority is to be exer¬ 
cised in accordance with the require¬ 
ments of the Act and only with respect 
to the following: 

(I) Meetings, to the extent that they 
directly involve review, discussion or con¬ 
sideration of records of the Department 
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which are exempt from disclosure under 
5 U.S.C. 552(b) (4), (6). and <7>, 

namely, <o> records containing trade 
secrets and commercial or financial In¬ 
formation obtained from a person and 
privileged or confidential; (b) personnel, 
medical and similar files the disclosure 
of which would constitute a clearly un¬ 
warranted invasion of personal privacy; 
and (c) investigatory flics compiled for 
law enforcement purposes; 

(ii) Meetings to the extent that they 
involve the review, discussion, and eval¬ 
uation of specific drugs and devices reg¬ 
ulated by FDA which arc intended to 
result in recommendations for regula¬ 
tory decisions under the Federal Food, 
Drug, and Cosmetic Act and which are 
concerned with matters listed in 5 U.S.C, 
552(b) <4>,<5),and (7); 

(ill) Meetings held for the sole pur¬ 
pose of considering and formulating ad¬ 
vice which the committee will give or any 
final report it will render, Provided: 

(a) The meetings will involve solely 
the internal expression of views and 
judgments of the members and It is 
essential to close the meeting or portions 
{hereof to protect the free exchange of 
such views and avoid undue interference 
with agency or committee operations, 
and such view's If reduced to writing 
would be protected from mandatory dis¬ 
closure under 5 U.S.C. 552(b): 

(&> The meeting is closed for the 
shortest time necessary, summarizing the 
work of the committee during the closed 
session, and a report, prepared by the 
executive secretary will be made avail¬ 
able promptly to the public. 

(c) When feasible, the public Is given 
a timely opportunity to present rele¬ 
vant information and views to the com¬ 
mittee: and 

c d > Concurrence for closing the meet¬ 
ings for such purpose is obtained from 
the Office of the General Counsel and the 
Office of Public Affairs. 

<19) Functions vested in the Secretary 
under the second sentence of section 309 
(Health Conferences) of the Public 
Health Sendee Act (42 U.S.C. 242n> to 
call for a conference and invite as many 
health authorities and officials of State 
or local public or private agencies or or¬ 
ganizations as deemed necessary or 
proper on subjects related to the func¬ 
tions of the Food and Drug Administra¬ 
tion. 

(20* Functions vested in the Secretary 
under section 501 (Gifts) of the Public 
HealUi Service Act (42 U.S.C. 219) to ac¬ 
cept offers of unconditional gifts, of other 
than real property, provided such gifts 
arc of $1,000 value or less and the total 
costs associated with acceptance of prop¬ 
erty will not exceed the cost of purchas¬ 
ing a similar item and the cost of normal 
care and maintenance. 

(21* Functions vested In the Secretary 
under section 362 of the Public Health 
Service Act (42 U.S.C. 265) which relate 
to the proliibltlon of the introduction of 
foods, drugs, devices, cosmetics, and elec¬ 
tronic products and other items or prod¬ 
ucts regulated by the Food and Drug Ad¬ 
ministration into the United States when 
it is determined that it is required in the 


FEDERAL 


Interest of public health when such func¬ 
tions relate to the iaw r enforcement func¬ 
tions of the Food and Drug Administra¬ 
tion. 

<22) Functions vested in the Secretory 
under section 1003(b) (3), TiUe X. of the 
Public Works and Economic Develop¬ 
ment Act of 1965 (42 U.8.C. 3246b<b> (3>) 
to waive any matching requirements for 
programs or projects of State and local 
governments funded under Title X of 
that act where it is determined that 
Stale or local governments concerned 
cannot reasonably obtain any non-Fed¬ 
eral contributions. 

(b) The Assistant General Counsel in 
charge of the Pood and Drug Division 
has been authorized to report apparent 
violations to the Department of Justice 
for the institution of criminal proceed¬ 
ings. pursuant to section 305 of the Fed¬ 
eral Food. Drug, and Cosmetic Act, sec¬ 
tion 4 of the Federal Import Milk Act. 
and section 9(b) of the Federal Caustic 
Poison Act. 

(c> The Assistant Secretary for Health 
has redelegated to the Commissioner of 
Food and Drugs, with authority to re- 
delegate, the authority delegated to him 
by the Assistant Secretary for Admin¬ 
istration and Management: cl) To cer¬ 
tify true copies of any books, records, 
papers, or other documents on file 
within the Department, or extracts from 
such; to certify that true copies are 
true copies of the entire file of the De¬ 
partment: to certify the complete origi¬ 
nal record or to certify the nonexistence 
of records on file within the Depart¬ 
ment: and to cause the Seal of the De¬ 
partment to be affixed to such certifica¬ 
tions and to agreements, awards, cita¬ 
tions. diplomas, and similar documents. 

(2> To establish volunteer service 
programs and accept volunteer services 
for use In the operation of a health care 
facility or the provision of health care 
under section 223 of the Public Health 
Service Act (42 UB.C. 217b>. 

Subpart B—Redelegations of Authority 

from the Commissioner of Food and 

Drugs 

§ 3.20 Onrral rr-dc*lrg«llon» of author¬ 
ity from flic (Umitni-Gorier to other 
oflirrm of the Food and Druj Ad* 
minifttratioti« 

(a) Final authority of the Commis¬ 
sioner of Food and Drugs is redelegated 
as set forth in this subpart. Further re- 
delegation of the authority vested herein 
is not authorized. Authority rcdelegatcd 
herein to a position by title may be exer¬ 
cised by a person officially designated to 
serve in such position in an acting ca¬ 
pacity or on a temporary basLs. unless 
prohibited by a restriction written into 
the document designating him ns ‘'act¬ 
ing” or unless not legally permissible. 

(b> The Deputy Commissioner of Food 
and Drugs and the Associate Commis¬ 
sioner for Compliance are authorized to 
perform all the functions of the Com¬ 
missioner of Food and Drugs. 

§ 5.21 F.mrrgcncy function*. 

Each Regional Food and Drug Direc¬ 
tor is authorized, during any period 
when normal channeLs of direction arc 


disrupted between the Food and Drug 
Administration headquarters and his 
region, to fully represent the Food and 
Drug Administration within his region in 
consonance with the Department of 
Health, Education, and Welfare regional 
emergency plans and to exercise the au¬ 
thority of the Commissioner for super¬ 
vision of and direction to all Food and 
Drug Administration activities and use 
of resources within his region lor con¬ 
tinuity and for Federal Emergency 
Health Service operations. These same 
officials arc authorized to provide in 
Regional Emergency Plans for the dele¬ 
gation ofr Food and Drug Administra¬ 
tion regional authorities to heads of field 
activities w'hen such activities are cut off 
from national and regional headquarters. 

§ 3.22 Ortifirnfion of true ropic* and 
u-*c\»f Department *ral. 

(a) The following officials are au¬ 
thorized to certify true copies of or ex¬ 
tracts from any books, records, papers, 
or other documents on file within the 
Food and Drug Administration, to certify 
that copies are true copies of the entire 
file, to certify the complete original rec¬ 
ord. or to certify the nonexistence of 
records on file within the Administra¬ 
tion. and to cause the seal of the Depart¬ 
ment to be affixed to such certifications: 

(1) Associate and Deputy Associate 
Commissioners. 

(2) Ajr.istant and Deputy Assistant 
Commissioners. 

(3) Director of the Executive Secre¬ 
tariat. 

(4> Director and Deputy Director of 
the Office of Legislative Services. 

(5) The FDA Regulations Officer and 
the Federal Register Liaison Officer and 
their alternates, and Director, Public 
Records and Documents Center of the 
Office of Compliance. 

• 6) Directors and Deputy Directors 
of Bureaus and Executive Director and 
Deputy Executive Director of Regional 
Operations. 

(7) Director of the Office of Plan¬ 
ning and Evaluation, the Associate Di¬ 
rector and Deputy Associate Director for 
Compliance, and the Directors of the Di¬ 
visions of: Methadone Monitoring: Drug 
Product Quality: Drug Labeling Com¬ 
pliance: and Drug Manufacturing of the 
Bureau of Drugs. 

(8* Associate Director for Manage¬ 
ment. the Associate Director and Deputy 
Associate Director for Compliance, and 
the Directors of theT>ivisions of: Regu¬ 
latory Guidance; Food Technology ; and 
Food Service of the Bureau of Foods. 

«9) Associate Director and the Direc¬ 
tor of the Division of Compliance of the 
Bureau of Biologies. 

<10) Director and Deputy Director of 
the Division of Compliance of the Bu¬ 
reau of Veterinary Medicine. 

(11) Associate Director for Adminis¬ 
tration of the Bureau of Radiological 
Health, and the Director of the Division 
of Compliance of that Bureau. 

<12> Assistant Director for Program 
Operations and the Director of the Di¬ 
vision of Compliance of the Bureau of 
Medical Devices and Diagnostic Prod¬ 
ucts. 
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(b) The following officials arc author¬ 
ized to cause the seal of the Department 
to bo affixed to agreements, awards, ci¬ 
tations, diplomas, and similar docu¬ 
ments. 

(1) Associate and Deputy Associate 
Commissioners. 

(2) The Director of the Division of 
Personnel Management of the Office of 
Administration and the Chief of the 
Career Development and Training 
Branch of that Division and Office. 

(c> The Federal Register Writer and 
his alternates of the Office of Compli¬ 
ance are authorized to certify true copies 
of FtDWAL Racists* documents. 

§ 3.23 DUrlo«urf of official records* 

(а) The following officials are author¬ 
ized to make determinations to disclose 
official records and information in ac¬ 
cordance with Part 20 of this chapter. 

(1) The Director and Deputy Director 
of the Bureau of Drugs, and the Asso¬ 
ciate Director and Deputy Associate Di¬ 
rector for Compliance and the Directors 
of the Divisions of: Methadone Monitor¬ 
ing; Drug Product Quality; Drug Label¬ 
ing Compliance; and Drug Manufactur¬ 
ing of that Bureau. 

(2) The Director and Deputy .Director 
of the Bureau of Foods, and the Associate 
Director and Deputy Associate Director 
for Compliance and the Director of the 
Division of Regulatory Guidance of that 
Bureau. 

(3> The Director and Deputy Director 
of the Bureau of Veterinary Medicine 
and the Director and Deputy Director of 
the Division of Compliance of that 
Bureau. 

(4) The Director and Deputy Director. 
Bureau of Radiological Health, and the 
Director of the Division of Electronic 
Products and the Director of the Division 
of Compliance of that Bureau. 

(5) The Director and Deputy Director 
of the Bureau of Biologies, and the As¬ 
sociate Director and the Director of the 
Division of Compliance of that Bureau. 

(б) The Director and Deputy Director 
of the Bureau of Medical Devices and 
Diagnostic Products and the Director of 
the Division of Compliance of that 
Bureau. 

<b) The Chief of the Drug Listing 
Branch of the Division of Drug Labeling 
Compliance of the Bureau of Drugs is 
authorized to sign affidavits regarding the 
presence or absence of records of Regis¬ 
tration of Drug Establishments. 

<c> The Chief of the Records Section 
of the Administrative Services Branch, 
Division of Management Services. Office 
of Administration, is authorized to sign 
affidavits regarding the presence or 
absence of records in the files of that 
section. 

§ 3.25 Grant*. 

<a> The Associate and Deputy Associ¬ 
ate Commissioner for Science are au¬ 
thorized to approve or disapprove all ap¬ 
plications for grants under secs. 301, 307, 
311. and 356 of the Public Health Service 
Act. and to select officials to serve as 
program managers to exercise acien- 
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tiflc oversight and to monitor grantee 
progress. 

<b) The Associate and Deputy Asso¬ 
ciate Commissioner for Administration 
and the Director and Deputy Director of 
the Division of Contracts and Grants 
Management of the Office of Adminis¬ 
tration are authorized to execute grant 
awards upon approval by the Associate 
or Deputy Associate Commissioner for 
Science, and to notify grantees of offi¬ 
cials who will serve as the Food and Drug 
Administration program manager for 
their grant, 

§ 3.26 Service fellowship*. 

The Associate and Assistant Commis¬ 
sioners. the Directors of Bureaus, the Di¬ 
rector, National Center for Toxicological 
Research, and the Executive Director of 
Regional Operations are authorized to 
designate persons to receive service fel¬ 
lowships in the Food and Drug Adminis¬ 
tration Staff Fellowship Program under 
sec. 207(g) of the Public Health Service 
Act. 

§ 3.30 Hearing* and review board*. 

(ft) The Directors and Deputy Direc¬ 
tors of Bureaus. Regional Food and Drug 
Directors, and District Directors are au¬ 
thorized to designate officials to hold 
informal hearings that relate to their 
assigned functions under sections 305. 
404(b), and 801(a) of the Federal Food. 
Drug, and Cosmetic Act, section 6 of the 
Fair Packaging and Labeling Act, section 
9(b) of the Federal Caustic Poison Act, 
and section 5 of the Federal Import Milk 
Act. Officials so designated arc delegated 
authority vested in the Secretary of Agri¬ 
culture by 7 UAC. 2217 (43 Stat. 803) to 
administer or to take from any person an 
oath, affirmation, affidavit, or deposition 
for use in any prosecution or proceeding 
under or in enforcement of any law as 
cited in this section. 

<b) The Director, Deputy Director, and 
Associate Director of the Bureau of Bio¬ 
logies are authorized to appoint review 
boards as provided by f 601.41 of this 
chapter. 

(c) The Director and Deputy Director 
of the Bureau of Radiological Health are 
authorized to hold healing under sec¬ 
tion 360(a) of the Public Health Service 
Act, and to designate officials to hold 
Informal hearings under section 360(a) 
of the act. 

<d) The Directors and Deputy Direc¬ 
tors of Bureaus. Regional Food and Drug 
Directors, and District Directors arc 
authorized to serve as the presiding of¬ 
ficer, and to designate other Food and 
Drug Administration employees to serve 
as the presiding officer, at a regulatory 
hearing and to conduct such a hearing 
pursuant to the provisions of Part 16 of 
this chapter. An official can serve as the 
presiding officer in a particular hearing 
only if he satisfies the requirements of 
I 16.40(b) of this chapter with respect 
to the action that is the subject of the 
hearing. Such official* are delegated au¬ 
thority vested in the Secretary of Agri¬ 
culture by 7 U.S.C. 2217 (43 Stat 803) 
to administer or to take from any person 
an oath, affirmation, or deposition for 
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use in any prosecution or proceeding 
under, or in enforcement of, any law as 
cited In this part. 

§5.35 Fnforrrnient arlUilic*. 

(a) Duly appointed and authorized in¬ 
spectors, officers, and employees of the 
Food and Drug Administration who have 
been issued the Food and Drug Admin¬ 
istration official credentials consisting of 
Form FD-200a entitled "Identification 
Record" and Form FD-200b entitled 
"Specification of Ocneral Authority’* are 
designated by the Commissioner of Food 
and Drugs: 

(1) To conduct examinations, inspec¬ 
tions. and investigations; to collect and 
obtain samples; to have access to and 
to copy and verify records; and to super¬ 
vise compliance operations, for tl>e en¬ 
forcement of the Federal Food, Drug, and 
Cosmetic Act, the Fair Packaging and 
Labeling Act. the Federal Caustic Poison 
Act. the Import Milk Act. the Filled Milk 
Act, the Tea Importation Act, and section 
361 of the Public Health Service Act, 

(2) To administer oaths and affirma¬ 
tions under section 1 of the Act of Jan¬ 
uary 31. 1925 <Ch. 124, 43 Stat. 803>: 
sections 12 to 15 of Reorganization Plan 
No. IV, effective June 30. 1940; and Re¬ 
organization Plan No. 1 of 1953. effective 
April 11,1953. 

<b) Duly appointed and authorized 
Inspectors, officers, and employees of the 
Food and Drug Administration who have 
been Issued the Food and Drug Adminis¬ 
tration official credential 1 ? consisting of 
Form FD-200a entitled "Identification 
Record" and Form FD-200c entitled 
‘'Specification of General and Special 
Authority" arc designated by the 
Commissioner of Food and Drugs; 

<1) To perform the duties enumerated 
In paragraph (a> Cl) and <2> of this 
section. 

(2) As officers and employees having 
the authority to request and the author¬ 
ity to have access to and copy and verify 
records and reports required by sections 
505 (I) and (j). 507 (d) and <g). and 
512 (1) and <m) of the Federal Food. 
Drug, and Cosmetic Act (21 U.8.C. 355 
(1) and <J>. 357 <d) and (g>. and 360b 
(1) and (m)). 

(c) The Food and Drug Administra¬ 
tion official credentials referred to in 
paragraphs (a> and (b> of this section 
are described as follows: 

(1) Form FD-200a entitled "Identifica¬ 
tion Record" bears a color photograph, 
description, and signature of the bearer, 
an Identification number, an expiration 
date, the Department of Health. Educa¬ 
tion. and Welfare seal with blue imprint 
centered to the left of the photograph 
and the Food and Drug Administration 
symbol centered to the right of the photo¬ 
graph. 

<2> Form FD-200b entitled "Specifica¬ 
tion of Ocneral Authority" bear* the 
holder’s name, his general authority, an 
identification number, an expiration 
date, and the Commissioner’s signature. 

(3) Form PD-200c entitled "Specifica¬ 
tion of Ocneral and Special Authority" 
bears the holder's name, his general and 
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special authority, an Identification num¬ 
ber. an expiration date, and the Com¬ 
missioner's signature and is superim¬ 
posed in the lower right comer with a 
red. white, and blue stripe imprint. 

<4* Both Form FD-200b and Form 
FD-200C bear the name of the Depart¬ 
ment of Health. Education, and Welfare. 
Public Health Service, and Food and 
Drug Administration and are superim¬ 
posed with the Department seal with 
blue imprint. 

<d) The Director and Deputy Director 
of the Bureau of Radiological Health are 
authorized to refuse admission of non- 
complying electronic product imports 
and to notify the Secretary of the Treas¬ 
ury of such refusal under section 360(a) 
of the Public Health 8ervice Act and 
are authorized to refuse or to grant per¬ 
mission and time extensions to bring 
such products into compliance, and are 
authorized to supervise or designate an 
official to supervise such operations 
under section 360(b) of the act 

<e) The Director and Deputy Director 
of the Bureau of Radiological Health and 
the Director of the Division of Compli¬ 
ance of that Bureau are authorized to 
perform all of the functions of the Com¬ 
missioner of Food and Drug* under sec¬ 
tion 360A (a ) of the Public Health Sen - 
Ice Act relating to electronic product 
safety and inspecUon of electronic prod¬ 
uct manufacturers’ premises, and to per¬ 
form all of the functions of the Commis¬ 
sioner of Food and Drugs under section 
360A<b> of the act relating to the estab¬ 
lishment, maintenance, and Inspection of 
electronic product manufacturers’ rec¬ 
ords. 

<f) The Director and Deputy Director 
of the Bureau of Radiological Health are 
authorized to designate officials to make 
accident and investigation reports under 
section 360A(d> of the .Public Health 
Service Act. 

(g) The Director. Deputy Director, and 
Associate Director of the Bureau of Bio¬ 
logies and the Director of the Division of 
Compliance of that Bureau may author¬ 
ize. pursuant to section 351<c> of the 
Public Health Sen ice Act (42 U.S.C. 262 
<c> >. any officer, agent, or employee to 
enter and inspect any establishment 
which is subject to the provisions of sec¬ 
tion 351 of the act (42 U.S.C. 262 >. 

§ 3.36 Oriiltmiioit folio* in*; li»*pnr- 
lion*. 

Regional Food and Drug Directors and 
District Directors are authorized to issue 
certificates of sanitation under 4 1240.20 
of this chapter. 

4 3.37 liAiiiincT nf report* of minor 
% i t»lalion». 

(a > The following officials are author¬ 
ized to perform all the functions of the 
Commissioner of Food and Drugs under 
section 306 of the Federal Food. Drug, 
and Cosmetic Act regarding the issuance 
of written notices or warnings: 

<1> Tile Director and Deputy Director 
of the Bureau of Drugs and the Associ¬ 
ate Director and Deputy Associate Direc¬ 
tor for Compliance of that Bureau. 


(2) The Director and Deputy Director 
of the Bureau of Foods and the Associate 
Director and Deputy Associate Director 
for Compliance of that Bureau. 

<3> The Director and Deputy Director 
of the Bureau of Veterinary Medicine 
and the Director and Deputy Director of 
the Division of Compliance of that 
Bureau. 

«4) Tlie Director and Deputy Director 
of the Bureau of Medical Devices and 
Diagnostic Products and the Director 
of the Division of Compliance of that 
Bureau. 

<5> The Director and Deputy Director 
of tlie Bureau of Biologies, and the Asso¬ 
ciate Director and the Director of the 
Division of Compliance of that Bureau. 

(b) The Director and Deputy Director 
of the Bureau of Radiological Health are 
Authorized to perform all the functions 
of the Commissioner of Food and Drugs 
under section 360C(d> of the Public 
Health Service Act regarding the issu¬ 
ance of written notices or warnings. 

§ 3.15 ImjMirU. 

(a) TTic Regional Food and Drug Di¬ 
rectors and District Directors are author¬ 
ized to designate officials who may re¬ 
quest. under section 801 < a) of the Fed¬ 
eral Food. Drug, and Cosmetic Act, from 
the Secretary of the Treasury samples 
of foods, drugs, devices, or cosmetics im¬ 
ported. or offered for import, in order to 
determine whether such articles are in 
compliance with the act. 

*bf The Director and Deputy Director 
of the Bureau of Radiological Health, 
and the Director of the Division of Com¬ 
pliance of that Bureau are authorized to 
request, under section 360(a) of the Pub¬ 
lic Health Service Act, from the Secre¬ 
tary of the Treasury samples of elec¬ 
tronic products imported or offered for 
import in order to determine whether 
such articles are in compliance with the 
act 

<c> The Director and Deputy Director 
of tiie Bureau of Radiological Health, 
and the Director of the Division of Com¬ 
pliance of that Bureau may, under sec¬ 
tion 360B<b> of the Public Health Serv¬ 
ice Act. exempt persons from Lssuing a 
certification as required by section 
368<h) of the act, for electronic products 
imported into the United States for test¬ 
ing. evaluation, demonstrations, or train¬ 
ing. which will not be introduced into 
commerce and upon completion of their 
function, will be destroyed or exported In 
accord with Bureau of Customs regula¬ 
tions. 

<d» The Regional Fbod and Drug Di¬ 
rectors and District Directors are au¬ 
thorized to exercise all of the functions 
of the Commissioner of Food and Drugs 
under section 362 of the Public Health 
Service Act <42 U.S.C. 265) that relate 
to the prohibition of the introduction of 
foods, drugs, devices, cosmetics, and elec¬ 
tronic products and other Items or prod¬ 
ucts regulated by the Food and Drug 
Administration into the United States 
when it Ls determined that It is required 
in the interest of public health, and such 
functions relate to the law enforcement 


functions of the Food and Drug Admin¬ 
istration. 

§ 5.16 Manufacturer** re*tdenl import 
agent*. 

The Director and Deputy Director of 
the Bureau of Radiological Health are 
authorized to reject manufacturers* des¬ 
ignations of resident import agents pur¬ 
suant to 4 1005.25(b) of this chapter. 

§ 5.61 I*«iniitr4' of notice* of filing of 
ftetitiiHi* and notice* of proposed 
rule making ptrtatninc to food Mattd- 
»rtk, food additive*, mid rotor midi* 
live*. 

The Director of the Bureau of Foods 
is authorized to perform fill the func¬ 
tions of the Commissioner of Food and 
Drugs under sections 401. 409. and 706 
of the Federal Food. Drug, and Cosmetic 
Act regarding the issuance of notices of 
filing of petitions and notices of pro¬ 
posed rule making pertaining to food 
standards, food additives, and color 
additives. 

§ 5.63 Detention uf inrnl. poultry, egg*, 
and related product*. 

The Regional Food and Drug Directors 
and District Directors are authorized to 
perform and to designate other officials 
to i>crfonn all the functions of the Com¬ 
missioner of Food and Drugs under: 

<a> Section 409<b> of the Federal Meat 
Inspection Act (21 U.S.C. 679<b>) wlilch 
relate to the detention of any carcass, 
part thereof, meat, or meat product of 
cattle, sheep, swine, goats, or equines. 

(b) Section 24(b) of the Poultry Prod¬ 
ucts Inspection Act <21 U.8.C. 467f (b)) 
which relate to the detention of any 
poultry carcass, part thereof, or poultry 
product 

<c> The Egg Products Inspection Act 
(21 US.C. 1031 etseq.) 

§ 5.61 (rrlifimlHin of color additive**. 

The Director and Deputy Director of 
the Bureau of Foods, the Associate Di¬ 
rector and Deputy Associate Director for 
Technology, and the Director and Dep¬ 
uty Director of the Division of Color 
Technology of that Bureau are author¬ 
ized to certify batches of color additives 
for use In foods, drugs, or cosmetics, 
under section 706 of the Federal Food, 
Drug, and Cosmetic Act. 

§ .i.Wi \ppriM.il of m'ImioI* providing 
(«MHl*pr«M r-*iti^ inilnirtiim. 

The Director and Deputy Director of 
the Bureau of Foods are authorized to 
perform all of the functions of the Com¬ 
missioner of Food and Drugs under 
I 113.10 of this chapter regarding the 
approval of schools giving instruction in 
retort operations, processing systems op¬ 
erations, aseptic processing and pack¬ 
aging systems operations, and container 
closure inspections. 

§ 5.68 l»«tiitf»rc and monition of li- 
r«*n*c* for the propagation or iiomu- 
furl ore* and preparation of biological 
product*. 

The Director and Deputy Director of 
the Bureau of Biologies and the Asso¬ 
ciate Director of that Bureau are author- 
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ized to issue licenses under section 351 of 
the Publtc Health Service Act <43 U.S.C. 
262) for propagation or manufacture and 
preparation of biological products as 
specified in the act* and to revoke such 
licenses at the manufacturer* request. 

§ 5.70 Issuance of autite» iiiip.Vimnt- 
ing il»c provision* of llir Drug 
AmradtnaiO of 1962. 

The Director and Deputy Director of 
the Bureau of Drugs are authorized to 
issue notices and amendments thereto 
implementing section 107(c)(3) of the 
Drug Amendments of 1962 (Pub. L. 87- 
781) by announcing new or revised effi¬ 
cacy findings on human drugs that are or 
were subject to the provisions of sections 
505 and 507 of the Federal Food, Drug, 
and Cosmetic Act <21 U.8.C. 355 and 
357). 

§3.71 Termination of exemption;! for 
nr* drug* for inveMigntionnl uve in 
human being* or in animal*. 

• a) The Director and Deputy Director 
of the Bureau of Drugs are authorized 
to perform all the functions of the Com¬ 
missioner of Food and Drugs with regard 
to the termination of exemptions for new 
drugs for investigational use in human 
beings under S 312.1 and in animals un¬ 
der | 312.9 of this chapter, except those 
pertaining to biological products (unless 
the product is also a radioactive drug), 
urokinase products, and ingredients 
packaged together with containers In¬ 
tended for the collection, processing, or 
storage of blood or blood components for 
which authority has been delegated in 
paragraph (b) of this section. The Asso¬ 
ciate Director and Deputy Associate Di¬ 
rector for New Drug Evaluation and the 
Directors of the Divisions of: Anti- 
Inf ective Drug Products; Cardio-Renal 
Drug Products; 8urglcal-Dental Drug 
Products; Metabolism and Endocrine 
Drug Products; Ncuropharmacological 
Drug Products; and Oncology and 
Radiopharmaceutical Drug Products of 
the Bureau of Drugs are authorized to 
notify sponsors and invite correction 
before termination action on such 
exemptions. 

<b> The Director. Deputy Director, and 
Associate Director of the Bureau of Bi¬ 
ologies are authorized to perform all the 
functions of the Commissioner of Food 
and Drugs with regard to the termina¬ 
tion of exemptions for new drugs for in¬ 
vestigational use in human beings under 
S 312.1 and in animals under 8 312.9 of 
this chapter pertaining to nonradioactive 
biological products subject to the licens¬ 
ing provisions of section 351 of the Public 
Health Service Act *42 UJS.C. 262), non- 
radioactive urokinase products, and In¬ 
gredients packaged together with con¬ 
tainers intended for the collection, proc¬ 
essing. or storage of blood or blood com¬ 
ponents. 

<c) The Director and Deputy Director 
of the Bureau of Veterinary Medicine are 
authorized to perform all the functions 
of the Commissioner of Food and Drugs 
with regard to the termination of exemp¬ 
tions for new animal drugs for investiga¬ 
tional use In animals under 8 511.1 of 
tills chapter. 


§ 3.73 Certification of in*tiltn. 

The Director. Deputy Director, and the 
Associate Director and Deputy Associate 
Director for Compliance of the Bureau 
of Drugs, the Director and Deputy Di¬ 
rector of the Division of Drug Product 
Quality of that Bureau, and the Chief 
and Assistant Chief of the Certification 
Services Branch of that Division and Bu¬ 
reau are authorized to certify or reject 
batches of drugs containing insulin, pur¬ 
suant to section 506(a) of the Federal 
Food. Drug, and Cosmetic Act. 

§ 5.75 Dc*ign«li<m of official manner 
and work in* *tnndard* for anliktolir 
dings 

The Director. Deputy Director, and As¬ 
sociate Director for Pharmaceutical Re¬ 
search and Testing of the Bureau of 
Drugs, and the Director of the National 
Center for Antibiotics Analysis of that 
Bureau are authorized to designate of¬ 
ficial Pood and Drug Administration 
master and working standards for anti¬ 
biotic drugs under $ 430.5 of this chapter. 

§ 5.76 Orlifiratlon of antibiotic drug*. 

The Director, Deputy Director, and the 
Associate Director and Deputy Associate 
Director for Compliance of the Bureau of 
Drugs, the Director and Deputy Director 
of the Division of Drug Product Quality 
of that Bureau, and the Chief and As¬ 
sistant Chief of the Certification Services 
Branch of that Division and Bureau arc 
authorized to certify or reject batches 
of antibiotic drugs, or any derivative of 
these drugs, pursuant to sections 507(a) 
and 512<n) of the Federal Food. Drug, 
and Cosmetic Act. 

§ 5.78 Iuuanrf, amendment, or repeal 
of regulation* pertaining to antibiotic 
drug* for human u*e. 

The Director and Deputy Director of 
the Bureau of Drugs and the Assistant 
Director for Regulatory Affairs are au¬ 
thorized to perform all of the functions 
of the Commissioner of Food and Drugs 
under section 507 of the Federal Food. 
Drug, and Cosmetic Act regarding the 
issuance, amendment or repeal of regu¬ 
lations pertaining to antibiotic drugs for 
human use. 

§ 5.80 Approval of nc*-drug applica¬ 
tion* and thrir supplement*. 

<a> The Director. Deputy Director, and 
Associate Director for New Drug Evalua¬ 
tion of the Bureau of Drugs are author¬ 
ized to perform nil the functions of the 
Commissioner of Food and Drugs with 
regard to approval of new-drug applica¬ 
tions and supplements thereto which are 
for drugs for human use and have been 
submitted pursuant to section 505 of the 
Pederal Food. Drug, and Cosmetic Act. 
except those pertaining to urokinase 
products and ingredients packaged to¬ 
gether with containers intended for the 
collection, processing, or storage of blood 
and blood components for which author¬ 
ity has been delegated in paragraph «b> 
of this section. 

<1> The Directors of the Divisions of: 
Anti-Infective Drug Products; Cardio- 
Renal Drug Products; Surgical-Dental 
Drug Products; Metabolism and Endo¬ 


crine Drug Products; Neuropharmaco¬ 
logical Drug Products; and Oncology and 
Radiopharmaceutical Drug Products of 
the Bureau of Drugs are authorized to 
perform all the functions of the Commis¬ 
sioner of Food and Drugs with regard to 
approved of supplemental applications to 
approved new drug applications which 
ore for drugs for human use and have 
been submitted pursuant to 55 314 l*ci 
and 3K.8 of this chapter, except those 
pertaining to urokinase products nr.d in¬ 
gredients packaged together with con¬ 
tainers intended for the collection, proc¬ 
essing. or storage of blood and blood 
components for which authority has been 
delegated In paragraph cb> of this sec¬ 
tion. 

*2) The Associate and Deputy Associ¬ 
ate Director for Drug Monograph*, and 
the Director of the Division of Ocneric 
Drug Monograph of the Bureau of Drugs 
are authorized to perform all the func¬ 
tions of the Commissioner of Food and 
Drugs regarding the approval of abbre¬ 
viated new drug applications and supple¬ 
ments thereto which ore for drugs for 
human use and have been submitted pur¬ 
suant to || 314.1(f) and 314.8 of this 
chapter, except those pertaining to uro¬ 
kinase products and ingredients pack¬ 
aged together with containers intended 
for the collection, processing, or storage 
of blood and blood components for which 
authority has been delegated in para¬ 
graph <b> of this section. 

(b) The Director. Deputy Director, 
and Associate Director of the Bureau of 
Biologies are outhorized to perform all 
the functions of the Commissioner of 
Food and Drugs with regard to the ap¬ 
proval of new drug applications and sup¬ 
plements thereto which are for drugs for 
human use pertaining to urokinase prod¬ 
ucts and ingredients packaged together 
with containers intended for the collec¬ 
tion. processing, or storage of blood or 
blood components and which have been 
submitted pursuant to section 505 of the 
Federal Food. Drug, and Cosmetic Act. 

§ 3.82 I^oanrf of notice* relating lo 
pn>po*oU to refute approval or lo 
v*ilhdr>n* approval of net*-drug ap¬ 
plication* and their supplement*. 

(a) The Director and Deputy Director 
of the Bureau of Drugs are authorized 
to Issue notices of an opportunity for a 
hearing on proposals to refuse approval 
or to withdraw approval of new drug ap¬ 
plications and abbreviated new drug 
applications and supplements thereto 
which are for drugs for human use and 
have been submitted pursuant to section 
505 of the Federal Food. Drugs, and Cos¬ 
metic Act and 11314.1 and 314 8 or this 
chapter, except those pertaining to 
urokinase products and ingredients 
packaged together with containers in¬ 
tended for the collection. processing, or 
storage of blood and blood components 
for which authority has been delegated 
in paragraph <b) of this section, and to. 
issue notices of withdrawal of approval 
when opporuinity for hearing has been 
waived. 

»b) The Director. Deputy Director, and 
Associate Director of the Bureau of 
Biologies are authorized to issue notices 
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of opportunity for hearing on proposals 
to refuse approval or to withdraw ap¬ 
proval of new drug applications and ab¬ 
breviated new drug applications and sup¬ 
plements thereto which are for drugs for 
human use pertaining to urokinase prod¬ 
ucts and ingredients packaged together 
with container intended for the collec¬ 
tion, processing, or storage of blood or 
blood components and which have been 
submitted pursuant to section 505 of the 
Federal Food. Drug, and Cosmetic Act 
and H 314.1 and 314.8 of this chapter, 
and to issue notices of withdrawal of ap¬ 
proval when opportunity for hearing has 
been waived. 

§ 3.83 Vpprmul of nrw animnl drug 
application* und their tttppkmcttb. 

The Director of the Bureau of Veteri¬ 
nary Medicine is authorized to perform 
ail the functions of the Commissioner 
of Food and Drugs with regard to the 
approval of new animal drug applica¬ 
tions. and supplements thereto, for new 
animal drugs submitted pursuant to sec¬ 
tion 512 of the Federal Food. Drug, and 
Cosmetic Act. The Director of the Divi¬ 
sion of Animal Feeds of the Bureau of 
Veterinary Medicine is authorized to 
perform the functions of the Commis¬ 
sioner with regard to the approval of 
applications for animal feeds containing 
new animal drugs. 

§3.81 IMttdtirr of notice* relating to 
|im|N»«uli to refuse approval or to 
Hithdra* approval of nr* animal 
drill! application* and their *»tpplc- 
mrnU. 

The Director of the Bureau of Veteri¬ 
nary Medicine is authorized to issue no¬ 
tices of an opportunity for a hearing on 
proposals to refuse approval or to with¬ 
draw' approval of new animal drug appli¬ 
cations and new animal drug application 
supplements for drugs for animal use 
submitted pursuant to section 512 of the 
Federal Food. Drug, and Cosmetic Act 
and to issue notices of withdrawal of 
approval when opportunity for hearing 
has been waived. 

§ 3.8b Granting and withdrawing *orb 
anrr* front performance standard* 
for electronic pro d uct*. 

The Director and Deputy Director of 
the Bureau of Radiological Health are 
authorized to grant and withdraw vari¬ 
ances from the provisions of perform¬ 
ance standards for electronic products 
established in Subchapter J of this chap¬ 
ter. 

§ 3.8? Exemptiona from performance 
standard* for electronic product*. 

The Director of the Bureau of Radio¬ 
logical Health is authorized to exempt 
from performance standards any elec¬ 
tronic product intended solely or pre¬ 
dominantly for departments or agencies 
of the United States under section 358 
<a*<5) of the Public Health Service Act. 

§ 3.88 Testing program* and method* 
of rertifirutHiii and identification for 
electronic product** 

The Director and Deputy Director 
of the Bureau of Radiological Health 


and the Director of the Division of Com¬ 
pliance of that Bureau are authorized to 
review and evaluate industry testing pro¬ 
grams under section 358(g) of the Public 
Health Service Act. and to approve or 
disapprove alternate methods of certifi¬ 
cation and identification and to disap¬ 
prove testing programs upon which 
certification is based under section 
358<h> of the act. 

§ 3.80 Notification of defer!* in, und 
repair or replacement of. electronic 
product*. 

The Director and Deputy Director of 
the Bureau of Radiological Health are 
authorized to perform all the functions 
of the Commissioner of Food and Drugs 
relating to notification of defects in, and 
repair or replacement of, electronic prod¬ 
ucts under section 359 of the Public 
Health Service Act and under H 1003.11, 
1003.22. 1003.31, 1004.2, ld04.3. 1004.4. 
and 1004.6 of this chapter. The Director 
of the Division of Compliance of the 
Bureau of Radiological Health is author¬ 
ized to notify manufacturers of defects 
in. and noncompliance of. electronic 
products under section 359<e* of the 
Public Health Service Act, 

§ 3,‘KI Manufacturer* requirement to 
provide data to ultimate purrlin*er* 
of electronic product*. 

The Director and Deputy. Director of 
the Bureau of Radiological Health arc 
authorized to require manufacturers to 
provide performance and technical data 
to the ultimate purchaser of electronic 
products under section 360Aic> of the 
Public Health Service Act. 

§ 3.01 Druli r und distributor direction 
lo provide data to manufacturer* of 
electronic product*. 

The Director and Deputy Director 
of the Bureau of Radiological Health and 
the Director of the Division of Compli¬ 
ance of that Bureau are authorized to 
direct dealers and distributors of elec¬ 
tronic products to furnish information 
on first purchasers of snch products to 
the manufacturer of the product under 
section 306A»r> of the Public Health 
Service Act. 

§ 3.92 Aeerptancc of assistance from 
State and local uothoritir* for rn* 
furmnrnl of radiation control Irg- 
i*!a(iott and regulation*. 

The Director and Deputy Director of 
the Bureau of Radiological Health are 
authorized to accept assistance from 
State and local authorities engaged in 
activities related to health or safety or 
consumer protection on a reimbursable 
basis or otherwise, under section 360E of 
the Public Health Service Act. 

Subpart C—Organization 
§ 3. If HI Ile«dqtiur1cr*. 

The central organization of the Food 
and Drug Administration consists of the 
following: 


omex or THl COM MISSION CM * 

CommiJiKtoner of Food and Drugs. 

Deputy Commissioner. 

Administrative Law Judge. 

Associate Commissioner for Compliance. 
Hearing Clerk. 

Associate Commissioner for Medical Affairs. 
Associate Commissioner for Science. 

Associate Commissioner for Administration. 
Assistant Commissioner for Public Affairs 
Assistant Commissioner for Planning and 
Evaluation. 

A«Mstant Commissioner for Professional and 
Consumer Programs. 

uurcau or moi^Gica' 

Office of the Director. 

Division of Compliance. 

Division of Virology. 

Division of Blood and Blood Products. 
Division of Control Activities 
Division of Pathology. 

Division of Bacterial Products 

turn ha r or naves 1 

Office of the Director. 

Office or Planning and Evaluation. 

Associate Director for Drug Monographs. 
Division of OTC Drug Evaluation. 

Division of Blopharmaceutlca. 

Division of Oeneric Drug Monographs 
Associate Director for Biometrics and Epi¬ 
demiology. 

Division of Biometrics. 

Division of Poison Control. 

Division of Drug Experience 
Associate Director for Compliance 
Division of Methadone Monitoring 
Division of Drug Product Quality. 

Division of Drug Labeling Compliance. 
Division of Drug Manufacturing. 

Associate Director for Pharmaceutical Re¬ 
search and Testing. 

Division of Drug Biology 
Division of Drug Chemistry 
National Center lor Autlbiottcs Analysis. 
National Center for Drug Analysts. 

Associate Director for New Drug Evaluation 
Division of Anti-Infective Drug Products 
Division of Cardlo-Renal Drug Products 
Division of Surgical-Dental Drug Products 
Division of Metabolism and Endocrine Drug 
Products, 

Division of Neurophurmncologica) Drug Prod¬ 
uct*. 

Division of Oncology and Radiopharmaceu¬ 
tical Drug Product*. 

Division of Drug Advertising. 

Associate Director for Information System* 
Division of Drug Information Resource* 
Division or Information Systems Design. 
Medical Library. 

strnxAtr or iwcun 

Office of the Director. 

Associate Director for Compliance 
Division of Regulatory Outdance 
Division or Compliance Program/*. 

Division of Industry Programs. 

Division of Food and Color Additives 
Associate Director for Sciences. 

Division of Chemistry and Physics. 

Division of Toxicology 
Division of Pathology. 

Division of Microbiology. 

Division of Mathematics 
Associate Director for Technology 
Division of Food Technology. 

Division of Chemical Technology. 


• Mailing address: 5000 Fishers Lane. Rock¬ 
ville. MD 20857. 

Mailing addresH: 8800 Rockville Pike, 

Bethe&da, MD 20014 

- Mailing address: 200 C 8t. SW . Washing¬ 
ton. D C 20204 
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Division or Color Technology. 

Division of Cosmetics Technology. 

Associate Director for Nutrition and Con¬ 
sumer Sciences. 

Division of Consumer Studies. 

Division of POod Service. 

Division of Nutrition- 

BUREAU or MEDICAL DEVICES ANtJ 
DIAGNOSTIC rSODOCTS 1 

Office of the Director. 

Division of Compliance. 

Division of Diagnostic Product Standards and 
Research. 

Division of Medical Device Standards and 
Research. 

Division of Classification and Scientific 
h'valuation 

D17REAM or RADIOLOGICAL HEALTH * * 

Office of the Director. 

Division of Compliance. 

Division of Biological Effects. 

Division of Electronic Products. 

Division of Radioactive Materials and Nu¬ 
clear Medicine. 

Division of Training and Medical Applica¬ 
tions. 

Bureau or Vetsmimart Medicine 1 

Office of the Director. 

Division of Veterinary Medical Research 
Division of Drugs for Avian Species. 

Division of Drugs for Ruminant Species. 
Division of Drugs for Swine and Minor 
Species. 

Division of Drugs for Non-Pood Animals 
Division of Compliance. 

Division of Surveillance 
Division of Animal Feeds. 

EXECUTIVE UIEXCTOE OE REGIONAL CESSATIONS 1 

Office of the Executive Director. 

Division of Field Operations. 

Division of Planning and Analysis. 

Division of Federal-State Relations 

National Center yon Toxicological 
Research 4 

Office of the Director- 

Office of Program and Resource Planning. 

Division of Animal Husbandry. 

Division of Microbiology and Immunology. 
Division of Diet Preparation. 

Division of Facilities Engineering and 
Maintenance. 

Division of Chemistry. 

Division of Scientific Information Systems 
Division of Analytical Services. 

Division of Carcinogenic Research 
Division of Teratogenic Research 
Division of Mutagenic Research 
Division of Molecular Biology. 

§ 5.105 Amhtunt f»«*m*ral (xmiw l for 
Food nml Drug*, Office of General 
Counsel, Department of Health, Ed¬ 
ucation, and Welfare. 

Assistant General Counsel for Food 
and Drugs, Room 6-57, 5600 Fishers 
Lane, Rockville. MD 20857. 

§5.110 FDA Public Record- and Docu¬ 
ments Outer. 

The FDA Public Records and Docu¬ 
ments Center, HFC-18, Is located in Rm. 
4-62, Purklawn Bldg.. 5600 Fishers Lone, 
Rockville, MD 20857. Telephone: 301- 
443-6310. 


1 Mailing addrcc* 5600 Flahera Lone, Rock¬ 
ville. MD 20857 

* Mulling addrem: Jcffenton AR 72079. 


§ 5.115 Field Mrwturr. 

Region I 

Regional Field Office: 686 Commercial Btreet, 
Boston, MA 02109. 

District Office: 686 Commercial Street, Bos¬ 
ton. MA 03109, 

Winchester Engineering and Analytical Cen¬ 
ter: 109 Holton Street, Winchester. MA 
01800 

Region 11 

Regional Field Office: 850 Third Avcaua, 
Brooklyn. NY 11232. 

District Office: 850 Third Avenue. Brooklyn, 
NY 11232. 

District Office: 599 Delaware Avenue, Buffalo. 
NY 14202. 

District Office 20 Evergreen Place. Boat 
Orange, NJ 07018. 

District Office: Poet Omcc Box S 4427. San 
Juan Station, Son Juan. PR 00005. 

Region 111 

Regional Field Office: Room 1204, Second and 
Cheetaut Streets. Philadelphia, PA 19106. 

District Office: Room 1204, Second and 
Chestnut Streets, Philadelphia. PA 19106. 

District Office: 900 Madison Avenue, Balti¬ 
more. MD 21201. 

Region IV 

Regional Field Office: 880 West Peachtree 
Street, Atlanta. OA 30309. 

District Office: 880 Wevrt Peachtree Street, 
Atlanta, GA 30309. 

District Office: 297 Plus Park Boulevard, 
Nashville. TN 37217, 

District Office: Post Office Box 118, Orlando. 
PL 32802. 

Region V 

Regional Field Office: Room A-1945. 175 West 
Jackson Boulevard. Chicago, IL 60807. 

District Office: Room 1222, 433 West Van 
Buren Street, Chicago, IL 60607. 

District Office: 1141 Central Parkway. Cin¬ 
cinnati. OH 46202. 

District Office: 1580 East Jefferson Avenue, 

. Detroit. MI 48207 

District Office: 240 Hennepin Avenue. Min¬ 
neapolis. MN 55401 

Minneapolis Center far Microbiological In¬ 
vestigations: 240 Hennepin Avenue. Min¬ 
neapolis. MN 55401. 

Region VI 

Regional Field Office: 5032 Bryan Street. 
Dallas. TX 75204. 

District Office: 3032 Bryan Street, Dallas. TX 
75204. 

District Office: Room 222. 429 Canal Street. 
New Orleans. LA 70180. 

Houston Section: Suite 250, 1440 North Loop 
Houston, TX 77009. 

Region VII 

Regional Field Office: 1009 Cherry Street. 
Kanaas City, MO 84106. 

District Office: 1009 Cherry Street. Kansas 
City, MO 64108. 

Region VIII 

Regional Field Office: 721 19th Street. US. 
Customhouse, Denver. CO 80202 

District Office: 721 19th Street. US Custom¬ 
house, Denver. CO 80202. 

Region IX 

Regional Pleld Office: Room 618, 60 Fulton 
Street, San Francisco. CA 94102. 

District Office: Room 618. 50 Fulton Street. 
San Francisco. CA 94102, 

District Office: 1621 West Pico Boulevard. Los 
Angeles, CA 90016. 


Region X 

Regional Field Office: Room 5ouo, 009 First 
Avenue. Seattle. WA 98104. 

District Office: Room 5003, 900 Flrel Avenue. 
Seattle. WA 98104. 


PART 7—ENFORCEMENT POLICY 

Sub pert A—General Provisions 

Sec. 

7J Scope. 

7.3 Definitions. 

7.12 Ouaranty. 

7.13 Suggested forms of guaranty. 

Subparts B-O—[RnervadJ 
Subpart E—Criminal Violations 

7 84 Informal hearing before report of crim¬ 
inal violation. 

7.85 Conduct of informal hearing before re¬ 
port of criminal violation. 

7.87 Records relating to hearings conducted 
before report of criminal violation. 

Authority: Secs. 806. 701(a). 62 8Ut. 1046, 
1056 ( 21 U8.C. 335. 371(a)), unless otherwise 
noted. 

Subpart A —General Provisions 

§ 7.1 Scop*. 

This part governs the practiced and 
procedures applicable to regulatory en¬ 
forcement actions initiated by the Food 
and Drug Administration pursuant to 
the Federal Food. Drug, and Cosmetic 
Act (21 UwS.C. 301 et seq.) and other 
laws that it administers. This part iff 
promulgated to clarify and explain the 
regulatory enforcement practices and 
procedures of the Food and Drug Ad¬ 
ministration, enhance public under¬ 
standing. improve consumer protection, 
and assure uniform and consistent ap¬ 
plication of practices and procedures 
throughout the agency. 

§ 7.3 Definition*, 

(a> 44 Agency” means the Food and 
Drug Administration. 

<b) “Notice of Hearing” means the 
document (Form FD-466), also referred 
to as a “citation 44 or “cite/ 4 that provides 
notice to & person against whom crim¬ 
inal prosecution is contemplated of the 
opportunity to present his views to the 
agency regarding an Alleged violation. 

(c) “Other laws administered by the 
Food and Drug Administration 44 includes, 
but is not limited to. the Fair Packaging 
and Labeling Act (15 U.8.C. 1451 et seq.), 
the Federal Caustic Poison Act 115 U.8.C. 
401-411), the Radiation Control for 
Health and Safety Act (42 U.8.C. 263b- 
263n>. and provisions of the Public 
Health Service Act relating to biologies 
(section 351 (42 UJ9.C. 262*), and inter¬ 
state quarantine. Including milk and food 
service and shellfish sanitation, (section 
361 (42 UjS.C. 264)). 

(d) "Responsible individual” includes 
those in positions of power or authority 
to detect, prevent, or correct violations 
of the Federal Food, Drug, and Cosmetic 
Act. 

<e) "Respondent” means a person 
named In a Notice of Hearing, who 
either in person, by designated repre¬ 
sentative. or in writing presents his view* 
concerning an alleged violation. 
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§7.12 Liiarnnty. 

In ciue of the giving of a guaranty or 
undertaking referred to in section 303 
<c> (2> or i'3) of the act. each person 
signing such guaranty or undertaking 
shall be considered to have given it 

4 Sec. 301. 62 SUM 1042. u amended. 21 
U6.C. 331.) 

§ 7.13 Suggested form* of gunrant>. 

<a> A guaranty or undertaking re¬ 
ferred to in section 303(c) (2> of the act 
may be: 

< 1 > Limited to a specific shipment or 
other delivery of nn article. In which 
case It may be a part of or attached to 
the invoice or bill of sale covering such 
shipment or delivery, or 

<2> General and continuing, in which 
case, in Its application to any shipment 
or other delivery of an article, it shall 
be considered to have been given at the 
date such article was shipped or deliv¬ 
ered by the person who gives the guar¬ 
anty or undertaking 

<b> The following are suggested forms 
of guaranty or undertaking under sec¬ 
tion 303«c> «2* of the act: 

( 1) Limited form for u*e on invoice or 
bill of sale. 

(Hiunf of pemon giving the guaranty or 
undertaking) hereby guarantee* that no ar¬ 
ticle luted herein la adulterated or ml*~ 
branded within the meaning of the Federal 
Food. Drug, and Cosmetic Act. or la an article 
which may not. under the provision* of sec¬ 
tion 404. 505. or 512 of the act. be introduced 
into Interstate commerce 

(Signature and post-offlee address of per¬ 
son string the guaranty or undertaking.) 

<2 > General and continuing form. 

The article comprising each shipment or 
other delivery hereafter made by (name of 
person giving the guaranty or undertaking) 
to. or on the order of (name and poM-office 
address of person to whom the guaranty or 
undertaking la given) Is hereby guaranteed. 
bs of the date of such shipment or delivery, 
to be. on such date, not adulterated or mis¬ 
branded within the meaning of the Federal 
Food. Drug, and Cosmetic Act. and not an 
article which may not. \mder the provisions 
of section 404. 505, or 612 of the act. be In¬ 
troduced Into Interstate commerce 

(Signature and post-office addre** of per¬ 
son giving the guaranty of undertaking > 

<c) The application of a guaranty or 
undertaking referred to in section 303 
(c> <2> of the act to any shipment or 
other delivery of an article shall expire 
when such article, after shipment or de¬ 
livery by the person who gave such guar¬ 
anty or undertaking, becomes adulter¬ 
ated or misbranded within the meaning 
of the act. or becomes an article which 
may not, under the provisions of section 
404. 505. or 512 of the act. be introduced 
into interstate commerce. 

<d> A guaranty or undertaking re¬ 
ferred to in section 303(c) <3 > of the act 
shall state that the shipment or other 
delivery of the color additive covered 
thereby was manufactured by a signer 
thereof. It may be a part of or attached 
to the invoice or bill of sale covering such 
color. If such shipment or delivery is 
from a foreign manufacturer, such guar¬ 
anty or undertaking shall be signed by 
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such manufacturer and by an agent of 
such manufacturer who resides in the 
United States. 

(e> The following are suggested forms 
of guaranty or undertaking under sec¬ 
tion 303<c><3» of the act: 

Cl) For domestic manufacturers: 

(Name of manufacturer) hereby guaran¬ 
tee!* that ull color additives listed herein 
were manufactured by him. and (where color 
additive regulations require certification) 
are from batches certified In accordance with 
the applicable regulation* promulgated under 
the Federal Food. Drug, and Cosmetic Act 

(Signature and post-office address of man¬ 
ufacturer.) 

(2) For foreign manufacturers: 

(Name of manufacturer and agent) here¬ 
by severally guarantee that all color additive* 
listed herein were manufactured by (name of 
manufacturer), and (where color additive 
regulations require certification) are from 
batches certified in accordance with the ap¬ 
plicable regu atlons promulgated under the 
Federal Food, Drug, and Cosmetic Act 

(Signature a rd pc*t-office addrem of man¬ 
ufacturer.) 

(Signature and post-office address of 
agent) 

<f) For the purpose of a guaranty or 
undertaking under section 303<c>(3» of 
the net the manufacturer of a shipment 
or other delivery of a color additive is 
the person who packaged such color. 

<g) A guaranty or undertaking, if 
signed by two or more persons, shall 
state that such persons severally guar¬ 
antee the article to which it applies. 

«h • No representation or suggestion 
that an article Is guaranteed under the 
act shall be made In labeling. 
iScc. 3C3. 52 8 tat. 1043: 21 U.8.C. 333 ) 
Subaru B Through D —[Reserved] 
Subpart E—Criminal Violations 

§ 7.P f liifornml h' .irinc hcfi»rr report 
of criminal violation. 

• a» A person agatnst whom criminal 
prosecution under the Federal Food. 
Drug, and Cosmetic Act Is being contem¬ 
plated by the Food and Drug Adminis¬ 
tration shall, except in compelling cir¬ 
cumstances. be given appropriate notice 
and an opportunity for an informal 
hearing before the agency to present in¬ 
formation and views to show cause why 
institution of criminal prosecution 
should not be recommended to a United 
States attorney. 

<b> An opportunity for such a hearing 
shall be afforded all persons who, in t lie 
judgment of the Food and Drug Admin¬ 
istration. appear to have had a respon¬ 
sible share in the furtherance of a 
transaction that violates the law. 

<c> Opportunity for hearing shall be 
provided by a Notice of Hearing (Form 
FD-466 1 sent to each person who ap¬ 
pears to share responsibility for a viola¬ 
tion. A Notice of Hearing shall Identify 
the products and/or shipments alleged 
to be in violation, and shall be sent by 
registered or certified mail, telegram, 
telex’, personal delivery, or any other 
appropriate mode of written communi¬ 
cation. The Notice of Hearing shall 
specify the time and place of the hear¬ 
ing and shall be accompanied by: 


(1) A Charge Sheet «Form FD-1854> 
summarizing the apparent violation* of 
the act and of other laws administered 

by the agency that constitute the bash> 
of the contemplated prosecution. 

(2> An Information Sheet (Form FD- 
4G0a> describing the purpose and pro¬ 
cedure of the hearing. 

(3) A Legal Status Sheet (Form FD- 
454* which the respondent is requested 
to fill out and return with the response 
to the Notice of Hearing. 

id> If more than one person is named 
in a Notice of Hearing, a separate hear¬ 
ing for any named person shall be sched¬ 
uled on request. Otherwise, the time and 
place specified for a hearing may be 
changed only upon a showing of reason¬ 
able grounds. Requests for any change 
shall be addressed to the office In the 
Food and Drug Administration that is¬ 
sued the Notice of Hearing and shall be 
received in that office at least 3 working 
dayn before the date set in the Notice of 
Hearing. 

(e» A person who has received a 
Notice of Hearing is under no legal obli¬ 
gation to appear or answer In any 
manner. If a person chooses to respond, 
he may appear personally, with or with¬ 
out a representative, or he may desig¬ 
nate a representative to appear for him 
Alternatively, a person may respond in 
writing. If a person elect* not to respond 
on or before the time scheduled for the 
hearing, the Food and Drug Adminis¬ 
tration will, without further notice, de¬ 
cide whether to recommend criminal 
prosecution to a United States attorney 
on the basis of the evidence available. 

if) When a respondent chooses to ap¬ 
pear solely by designated representative, 
such representative shall present to the 
hearing officer a signed statement of au¬ 
thorization. When a representative ap¬ 
pears for more than one respondent, he 
shall submit Independent documentation 
of his authority to act for each. If a rep¬ 
resentative appears without written au¬ 
thorization. the hearing with respect to 
that respondent may proceed only if the 
hearing officer first verifies by telephone, 
or other appropriate means, the authen¬ 
ticity of the representative. 

§ 7.85 f Vmdiici iif informnl bearing be¬ 
fore report of criminal \ inl.it inn. 

<a» The hearing shall be conducted by 
a Food and Drug Administration em¬ 
ployee who has been designated as a 
hearing officer. Other Food and Drug 
Administration employees may be pres¬ 
ent. and the purpose of their attendance 
will be stated for the record. 

(b> The hearing shall be conducted in 
the following fashion: 

<1> The hearing shall commence at 
the time and place designated in the No¬ 
tice of Hearing, or as otherwise agreed 
to by the participants. 

(2) The hearing shall not be open to 
the public. The hearing officer will per¬ 
mit participation of other persons only 
If they appear with the respondent or his 
designated representative and at the re¬ 
quest of and on behalf of the respondent, 
provided they identify themselves and 
their relationship to the respondent and 
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state on the record that they are appear¬ 
ing for the respondent. 

(3) The hearing shall he Informal and 
shall be conducted In a manner that fa¬ 
cilitates the presentation of Information 
and views by the respondent Rules of 
evidence shall not apply. At the outset, 
the hearing officer shall briefly review 
the basis on which criminal prosecution 
Is contemplated. The Food and Drug Ad¬ 
ministration is under no obligation to 
present evidence or witnesses. 

(4) A respondent may present any in¬ 
formation bearing on why he should not 
be prosecuted. Such information may 
consist of statements of persons appear¬ 
ing on his behalf, letters, documents, lab¬ 
oratory analyses. If applicable, or any 
other data or arguments relevant to the 
allegations set forth In the Charge Sheet. 
Such information. Including statements 
by the respondent, may be introduced at 
any subsequent trial. 

(5) If the respondent holds a “guar¬ 
anty or undertaking"' (as described in 
section 303 of the act (21 U8.C. 333(c) >) 
that Is applicable to any article on which 
the Notice of Hearing is based, such guar¬ 
anty or undertaking, or verified copy 
thereof, may be presented by the re¬ 
spondent. Such document will be made 
a part of the record of the hearing. 

(c) The respondent shall have the 
right to have the hearing transcribed At 
his expense, in which case a copy of such 
transcription shall be furnished to the 
Food and Drug Administration. Alterna¬ 
tively, the hearing officer may, at his dis¬ 
cretion, order the hearing transcribed 
at the expense of the Food and Drug 
Administration, in which case a copy of 
such transcription shall be provided to 
each respondent. 

(d) If the hearing is not transcribed, 
the hearing officer shall dictate a writ¬ 
ten summary of the hearing at its con¬ 
clusion. The respondent shall be offered 
the opportunity to remain during the 
dictation to offer additional comments 
or corrections. A copy of the completed 
written summary shall be provided to 
each respondent whether or not he re¬ 
mains during dictation. Respondents 
may submit comments on the summary 
in accordance with paragraph (g) of 
this section. 

<e) If a respondent obtains new infor¬ 
mation that was not reasonably avail¬ 
able to him at the time of the hearing, 
a timely written request to reopen the 
hearing may be submitted to the office 
In tine Food and Drug Administration 
where the hearing was held. Such a re¬ 
quest shall specify the nature of the new 
information sought to be presented, the 
reason why it was not previously avail¬ 
able to the respondent, and the reason 
it should not be submitted in documen¬ 
tary form. If the Commissioner con¬ 
cludes that presentation of the informa¬ 
tion may have a bearing on the decision 
to prosecute, he shall designate an em¬ 
ployee of the Food and Drug Adminis¬ 
tration to conduct the reopened hearing. 
Any reopened hearing shall be governed 
by the procedures set forth in this sub¬ 
part. and the written request and the 
summary or transcript of the reopened 
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session shall become part of the record 
of the hearing. 

(f) The record of the hearing shall 
consist of the following: 

(1) The Notice of Hearing. 

(2) The Charge Sheet 

(3) The Legal Status Sheet, if com¬ 
pleted and returned by the respondent. 

(4) All documentary information sub¬ 
mitted by the respondent, 

(5) The transcript or summary of the 
hearing and of Any reopened session of 
such hearing. 

<g> A respondent may supplement 
any response made on his behalf with 
additional written or documentary evi¬ 
dence and/or provide written comment 
on the summary of hearing or the tran¬ 
script To ensure that any submission 
will receive consideration before the 
agency decides whether or not to rec¬ 
ommend prosecution, such submission 
shall be furnished to the office in the 
Food and Drug Administration where 
the hearing was held no later than 10 
calendar days after either the date of a 
written response to a Notice of Hearing 
or the date the respondent receives the 
transcript or the summary of hearing. 
Any materials received after the 10-day 
supplemental response period has ex¬ 
pired will be considered and added to 
the record of hearing if the Anal deci¬ 
sion has not yet been made. Any such 
supplemental material shall be made a 
part of the record of the hearing. 

(h) When consideration of criminal 
prosecution involving the some violations 
is closed by the agency with respect to 
all persons named in the Notice(s) of 
Hearing and no further criminal action 
is contemplated for the offenses charged, 
the agency will so notify each person In 
writing. 

(i) When it Is finally determined that 
a person named in a Notice of Hearing 
will not be Included In the agency recom¬ 
mendation for prosecution, the agency 
will notify that person, if and when it 
concludes that notification will not prej¬ 
udice the prosecution of any other 
person. 

(J) When a United States attorney in¬ 
forms the agency that he will prosecute 
some but not all persons who had been 
provided an opportunity for a hearing 
and were subsequently named In an 
agency recommendation for prosecution, 
the Food and Drug Administration will 
notify those persons eliminated from 
further consideration after being ad¬ 
vised by the United States attorney that 
such notification will not prejudice the 
prosecution of any other person. When a 
United States attorney informs the 
agency that no persons recommended by 
the agency will be prosecuted, the agency 
will so notify each person in writing. 

§ 7.87 Record* related to it curing* eon* 
dueled before report of criminal vio¬ 
lation. 

(a) Records relating to a section 305 
hearing constitute investigatory records 
for law enforcement purposes and may 
include inter- and intra-agency memo¬ 
randa. 

(1) Notwithstanding the rule estab¬ 
lished in $ 20.21 of this chapter, no record 
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relating to a section 305 hearing is avail¬ 
able for public .disclosure until consid¬ 
eration of criminal prosecution has been 
closed in accordance with paragraph (b) 
of this section, except as provided in 
ft 20.82 of this chapter. Only very rarely 
and only under circumstances that dem¬ 
onstrate a compelling public interest will 
the Commissioner exercise his discretion 
to disclose record* (pursuant to | 20.82 
of this chapter) relating to a section 305 
hearing before the consideration of 
criminal prosecution is closed. 

(2) After consideration of criminal 
prosecution is closed, such records are 
available for public disclosure in response 
to a request under the Freedom of In¬ 
formation Act, except to the extent that 
the exemptions from disclosure in Sub¬ 
part D or Part 20 of this chapter are 
applicable. No statements of persons ob¬ 
tained through promises of confidential¬ 
ity shall be available for public 
disclosure. 

(b> Consideration of criminal prosecu¬ 
tion based upon a particular section 305 
hearing shall bo deemed to be cloned 
within the meaning of this section and 
f 7.85 when a final decision has been 
made not to recommend criminal prose¬ 
cution to a United States attorney based 
upon charges set forth in the Notice of 
Hearing and considered at that hearing, 
or such recommendation has been finally 
refused by the United States attorney, or 
criminal prosecution has been Instituted 
and the matter and all related appeals 
have been concluded, or the statute of 
limitations has run. 

(c) Before disclosure of any record 
specifically reflecting consideration of 
possible criminal prosecution of any In¬ 
dividual. all names and other informa¬ 
tion that would identify an individual 
whose prosecution was considered but 
who was not recommended for prosecu¬ 
tion or. if recommended for prosecution 
was not prosecuted, shall be deleted, un¬ 
less the Commissioner concludes that 
there Is a compelling public interest in 
the disclosure of such names. 

(d) Names and other Information that 
would identify a Pood and Drug Admin¬ 
istration employee shall be deleted from 
section 305 hearing records before public 
disclosure only pursuant to f 20.32 of this 
chapter. 


PART 10—ADMINISTRATIVE PRACTICES 
AND PROCEDURES 

Svbpart A—General 

Sec. 

10.1 Scope 

10a Definition*. 

10.10 8ummar!« of ad minis irative prac- 
tlc« and procedure*, 

10.10 Waiver. suspension, or modification 
of procedural requirements. 

Subpart B—General Administrative Procedure* 

10.20 Submission of documents to Hearing 
Clerk; computation of time; avail¬ 
ability for public disclosure. 

10.25 Initiation of administrative proceed¬ 
ings. 

10.30 Citizen petition. 

1003 Administrative reconsideration of ac¬ 
tion, 

10.35 Administrative stay of action. 

10.40 Promulgation of regulations for the 
efficient enforcement of the law. 
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Sec. 

JO 45 Court review of final administrative 
action: exhaustion at administra¬ 
tive remedies. 

10 50 Promulgation of regulations and 
orders after an opportunity for a 
formal evidentiary public bearing. 
1055 Separation of functions; ex parte 
communications. 

10,60 Referral by court. 

10.65 Meetings and correspondence. 

10.70 Documentation of significant deci¬ 
sion* in administrative file. 

10.75 Interna] agency review of decisions. 
20.80 Dissemination of draft Pkhejiai. Rrc- 
urrra notices and regulations. 

10.85 Advisory opinions. 

10.00 Pood nnd Drug Administration reg¬ 
ulations, guidelines, recommenda¬ 
tions, and agreements 

10.95 Participation in outside standard- 
setting activities. 

10.100 Public calendars 

10.105 Representation by an orjpinlzatJon. 
10.110 Settlement proposals. 

Acthositt: Sec. 201 et »eq.. Pub. L, 717. 62 
Stat. 1040 as amended (21 DB.C. 321 et seq.); 
sec. 1 et seq.. Pub. U 410. 58 Stat. 682 us 
amended (42 U.8.C. 201 el seq ): sec. 4. Pub. 
L. 91-513. 84 Stat. 1241 (42 U S C. 257a>; sec. 
301 et seq.. Pub U 91-513. 84 Stat 1253 ( 31 
U.8.C. 821 et seq 1: sec. 409(b), Pub. L, 242. 
81 Stat. 600 (21 TJ8C. 679 (b)>; sec. 24(b). 
Pub. L. 85-173. 82 Btat, 807 (21 U-S.C. 467f 
(b)): sec. 2 et seq.. Pub. U 91-897. 84 Stat. 
1620 (21 DSC. 1081 et seq ): secs. 1 through 
9. Pub L. 625. 44 Stat 1101-1103 ss amended 
(21 US C. 141-149): sec*** l through 10. Cban- 
ter 368. 29 SUt. 604-800 as amended (21 
U8 C. 41-50); sec. 2 et seq.. Pub L. 783. 44 
Stat. 1406 as amended (16 US.C. 401 et seq ); 
sec. 1 et seq.. Pub U 89-756. 80 SUt. 1296 
as amended (15 U.8.C. 1461 et seq.). 

Subpart A—General Provisions 
§ 10.1 Scope. 

(a) Port 10 governs practices and pro¬ 
cedures applicable to all petitions, hear¬ 
ings. and other administrative proceed¬ 
ings and activities conducted by the Food 
and Drug Administration pursuant to 
the Federal Food. Drug, and Cosmetic 
Act. the Public Health Service Act. and 
other laws with respect to which author¬ 
ity has been delegated to the Commis¬ 
sioner of Food and Drugs pursuant to 
I 5.1 of this chapter, except to the extent 
that specific provisions in other sections 
of this chapter state different require¬ 
ments with respect to a particular 
matter. 

(b* Where a specific provision in an¬ 
other section of this chapter states a dif¬ 
ferent requirement with respect to a par¬ 
ticular matter (ear. the use of a form dif¬ 
ferent from the one specified in 5 10.30 
*b) >. the sections in this part shall apply 
to the extent that they do not conflict 
with such other provisions (e.g.. the re¬ 
quirements for inclusion of all data and 
Information and for translations of for¬ 
eign language in $ 10.20(b) shall apply 
regardless of which form is used). 

9 10.3 Definition*. 

<a> As used in tills part and Parts 12. 
13. 14. 15. 16. and 19 of this chapter, 
the following terms shall have the mean¬ 
ings specified: 

(1) “Act" means the Federal Food. 
Drug, and Cosmetic Act unless otherwise 
indicated. 
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(2) "Department" means the United 
States Department of Health. Education, 
and Welfare. 

(3) "Secretary" means the Secretary 
of Health. Education, and Welfare. 

(4) "Commissioner" means the Com¬ 
missioner of Food and Drugs, Food and 
Drug Administration. United States De¬ 
partment of Health. Education, and Wel¬ 
fare. or his designee. 

(5) "Agency" means the Food and 
Drug Administration. 

(6> "Person" Includes an individual, 
partnership, corporation, association, or 
other legal entity. 

17) "Presiding officer" means the 
Commissioner or his designee or an Ad¬ 
ministrative Law Judge appointed as 
provided in 5 U.S.C. 3105. 

(8) "Hearing Clerk" means the Hear¬ 
ing Clerk of the Food and Drug Adminis¬ 
tration, United States Department of 
Health. Education, and Welfare. Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

<9> "Proceeding" and "administrative 
proceeding” mean any undertaking to Is¬ 
sue. amend, or revoke a regulation or 
order, or to take or refrain from taking 
any other form of administrative action. 

(10) "Party" means the bureau of the 
Pood and Drug Administration responsi¬ 
ble for the matter Involved and every 
person who either has exercised a right 
to request or has been granted the right 
by the Commissioner to have a formal 
evidentiary public hearing pursuant to 
Part 12 of this chapter or a regulatory 
hearing before the Commissioner pursu¬ 
ant to Part 16 of this chapter, or who has 
waived any such right in order to obtain 
the establishment of a Public Board of 
Inquiry pursuant to Part 13 of this chap¬ 
ter. and os a result of whose action a 
formal evidentiary hearing or a regula¬ 
tory hearing before the Commissioner 
has been granted or a Public Board of 
Inquiry has been established. 

(11) •'Participant" means any person 
participating in any proceeding, includ¬ 
ing each party and any other interested 
person. 

(12) "Interested person" or "any per¬ 
son who will be adversely affected" 
means any person who submits a peti¬ 
tion or comment or objection or other¬ 
wise requests an opportunity to partici¬ 
pate in any informal or formal admin¬ 
istrative proceeding or court action. 

(13) "Public Board of Inquiry" or 
"Board" means an administrative law 
tribunal constituted pursuant to the pro¬ 
visions of Part 13 of this chapter. 

(14) "Public advisory committee" or 
"advisory committee" means any com¬ 
mittee, board, commission, council, con¬ 
ference. panel, task force, or other 
similar group, or any subcommittee or 
other subgroup thereof, that Li not com¬ 
posed wholly of full-time officers or em¬ 
ployees of the Federal government and Is 
established or utilized by the Food and 
Drug Administration to obtain advice or 
recommendations. 

(15) "Formal evidentiary public hear¬ 
ing" means any hearing conducted pur¬ 
suant to the provisions of Port 12 of 
this chapter. 


(16) "Public hearing before a Public 
Board of Inquiry" means any hearing 
conducted by a Board pursuant to the 
provisions ol Part 13 of this chapter. 

(17) "Public hearing before a public 
advisory committee" means any hearing 
conducted by an advisory committee pur¬ 
suant to the provisions of Part 14 of this 
chapter. 

*18) "Public hearing before the Com¬ 
missioner" means any hearing conducted 
by the Commissioner or hfcs designee 
pursuant to the provisions of Part 15 of 
this chapter. 

(19) "Regulatory hearing before the 
Pood and Drug Administration" means 
any hearing conducted by an authorized 
employee of the Food and Drug Admin¬ 
istration pursuant to the provisions of 
Part 16 of this chapter. 

<20) ‘The laws administered by the 
Commissioner" means all the statutory 
provisions with respect to which author¬ 
ity has been delegated to the Commis¬ 
sioner pursuant to 5 5.1 of this chapter. 

<21) "Petition" means any petition, ap¬ 
plication. or other document requesting 
the Commissioner to establish, amend, 
or revoke a regulation or order, or to take 
or refrain from taking any other form 
of administrative action, under the laws 
administered by him. 

(22) "Regulation" means any agency 
rule of general or particular applicability 
and future effect Implementing or apply¬ 
ing any law administered by the Com¬ 
missioner or relating to administrative 
practices and procedures. Pursuant to 
S 10.90(a), all agency regulations shall be 
promulgated In the Federal Register 
and codified in the Code of Federal Reg¬ 
ulations. 

(23) "Order" means any final agency 
disposition, other than the issuance of a 
regulation, in a proceeding concerning 
any matter and includes action on any 
new drug application, new animal drug 
application, or biological license. 

(24> "Meeting" means any oral discus¬ 
sion. whether by telephone or in person 

(25) "Office of the Commissioner" in¬ 
cludes the offices of the associate and 
assistant commissioners and excludes the 
bureaus, the office of the Executive Di¬ 
rector for Regional Operations, and all 
regional and district offices. 

(26) "Administrative action" includes 
every form and kind of act. Including the 
refusal or failure to act* involved in the 
implementations of the laws adminis¬ 
tered by the Commissioner, except that 
it does not include the referral of appar¬ 
ent violations to United States attorneys 
for the institution of civil and criminal 
proceedings and acts preparatory' or in¬ 
cidental thereto. 

(27) "Administrative file" means the 
file maintained by the Food and Drug 
Administration, in which all documents 
pertaining to an administrative proceed¬ 
ing. including internal working memo¬ 
randa and recommendations, are re¬ 
tained. 

*28) "Food and Drug Administration 
employee" or "Food and Drug Adminis¬ 
tration representative" shall be deemed 
to include members of the Food and 
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Drug Division of the office of the Gen¬ 
eral Council of the Department of 
Health, Education, and Welfare. 

(29) *‘Ex parte communication" means 
an oral or written communication not on 
the public record with reaped to which 
reasonable prior notice to all parties Is 
not Riven, hut it shall not include requests 
for status reports on any matter or pro¬ 
ceeding. 

<b) Any term which is defined in sec¬ 
tion 201 of the Federal Food. Drug, and 
Cosmetic Act or Part 1 of this chapter 
shall have that definition. 

<c> Words In the singular form shall 
be deemed to include the plural, words 
in the masculine form shall be deemed 
to include the feminine form, and vice 
versa, as the case may require. 

(d> Whenever any reference Is made 
la this part to any person in the Food 
and Drug Administration, c.g., the di¬ 
rector of a bureau, such reference shall 
also be deemed to Include all persons to 
whom that person has delegated the spe¬ 
cific function Involved. 

§ 10.10 Sunimuriri of Adminutr«tivf 
practice# and procedure*. 

The Commissioner shall prepare for 
public distribution summaries of Food 
and Drug Administration administrative 
practices and procedures in terms that 
are readily understood in order to en¬ 
courage and facilitate participation In all 
agency activities. 

§ 10.19 Waiter, #u*prn»ion, or modifi¬ 
cation of procedural requirement*. 

The Commissioner or the presiding offi¬ 
cer, with respect to matters pending 
before him. may on his own initiative or 
at the request of any participant waive, 
suspend, or modify any provision in Parts 
12 through 16 of this chapter applicable 
to the conduct of a public hearing by an¬ 
nouncement at the hearing or by notice 
in advance of the hearing, if he deter¬ 
mines that no partcipant will be prej¬ 
udiced. the ends of justice will thereby 
be served, and such action is in accord¬ 
ance with law. 

Subpart 3 —General Administrative 
Procedures 

§ 10.20 Submi*»ion of document* to 
Hearing Clerk; euniputalion of time; 
availability for public dWIoaurr. 

<a> All submissions to the Hearing 
Clerk of petitions, comments, objections, 
notices, compilations of data and infor¬ 
mation. and any other documents pursu¬ 
ant to this part or other sections In this 
chapter shall be filed in four copies 
except ns otherwise specifically provided 
In any relevant Federal Reulster notice 
or In other sections of this chapter. The 
Hearing Clerk shall be the agency cus¬ 
todian of such documents. 

(b) All such submissions shall be 
signed by the person making the sub¬ 
mission. or by an attorney or other au¬ 
thorized representative on his behalf. 
Submissions by trade associations shall 
also be subject to the requirements of 
I 10.105(b). 

(c) All data and information referred 
to or in any way relied upon in any such 
submissions shall be Included in full and 
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may not be Incorporated by reference, 
unless previously submitted as part of 
the administrative Hie In the same 
proceeding. 

(1) A copy of any article or other ref¬ 
erence or source cited shall be included, 
except where the reference or source Is: 

(1) A reported Federal court cose. 

(li) A Federal law or regulation. 

<ill> A Food and Drug Administration 
document that is routinely publicly avail¬ 
able. or 

<iv) A recognized medical or scientific 
textbook that is readily available to the 
agency. 

t2> If any part of the material submit¬ 
ted is in a foreign language, it shall be 
accompanied by an English translation 
verified under oath to be complete and 
accurate, together with the name, ad¬ 
dress, and a brief statement of the qual¬ 
ifications of the person making the trans¬ 
lation. Translations of literature or other 
material in a foreign language shall be 
accompanied by copies of the original 
publication. 

(3) Where relevant data or informa¬ 
tion are contained in a document also 
containing irrelevant matter, the irrele¬ 
vant matter shall be deleted and only the 
relevant data or information shall be 
submitted. 

(4) Pursuant to | 20.63 (a) and (b) of 
this chapter, the names and other in¬ 
formation which would identify patients 
or research subjects shall be deleted 
from any record before It Is submitted to 
the Hearing Clerk in order to preclude a 
clearly unwarranted Invasion of personal 
privacy. 

(5) Defamatory, scurrilous, or intem¬ 
perate matter shall be deleted from any 
record before it Is submitted to the Hear¬ 
ing Clerk. 

(6) The failure to comply with the re¬ 
quirements of this paragraph or any 
other requirement in this part shall re¬ 
sult in rejection of the submission for 
filing or. if It li filed, in exclusion from 
consideration of any portion of the sub¬ 
mission which fails to comply. If a sub¬ 
mission falls to meet any requirement of 
this section and such deficiency becomes 
known to the Hearing Clerk, the Hearing 
Clerk shall return the submission with a 
copy of the applicable regulations indi¬ 
cating those provisions not complied with 
in the submission. A deficient submission 
may be corrected or supplemented and 
subsequently filed. The office of the Hear¬ 
ing Clerk is not equipped to make deci¬ 
sions regarding the confidentiality of 
submitted documents. Persons wishing to 
voluntarily submit Information consid¬ 
ered confidential shall do so in accord¬ 
ance with the presubmission review re¬ 
quirements of ft 20.44 of this chapter. 

(d> The filing of a submission shall 
mean only that the Hearing Clerk has 
not determined that it falls to meet Uie 
technical requirements for filing estab¬ 
lished In this section and in any other 
applicable sections in this chapter, e.g.. 

I 10,30 relating to a citizen petition. The 
filing of a petition shall not mean or im¬ 
ply that It in fact meets all applicable 
requirements or that it contains reason¬ 
able grounds for the action requested or 
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that the action requested is in accord¬ 
ance with taw. 

<e> All submissions to the Hearing 
Clerk shall be considered as submitted on 
the date on which they are postmarked 
or. if delivered in person during regular 
business hours, on the date on which 
they ore so delivered, unless a provision 
In this {sort, an applicable Federal Reg¬ 
ister notice, or an order Issued by an 
Administrative Law* Judge specifically 
states that such documents must be re¬ 
ceived by a specified date, e.g., I 10.33(g) 
relating to a petition for reconsideration, 
in which case they shall be considered 
submitted on the date actually received. 

<f> All such submissions shall be 
mailed or delivered in person to the 
Hearing Clerk. Food and Drug Adminis¬ 
tration. Rm. 4-65. 5600 Fishers Lane. 
Rockville. MD 20857, except that a sub¬ 
mission which Is required to be received 
by the Hearing Clerk by a specified date 
may be delivered In person to the Food 
and Drug Administration building in 
downtown Washington <Rm. 6819, 200 C 
St. SW„ Washington. DC 20201) and 
shall be considered os received by the 
Hearing Clerk on the date on which it 
is logged in at Rrn 6819. 

<g) The Food and Drug Administra¬ 
tion ordinarily will not acknowledge or 
give receipt for such documents, except: 

(I> Documents delivered in person or 
submitted by certified or registered mail 
with a return receipt requested. 

(2) Petitions for which acknowledg¬ 
ment of receipt of filing is provided by 
regulations in this chapter or by cus¬ 
tomary practice, e.g.. ft 10.30(c) relating 
to a citizen petition. 

Chi Saturdays, Sundays, and Federal 
legal holidays shall be Included in com¬ 
puting the time allowed for the submis¬ 
sion of am* document, except that when 
such time expires on a Saturday. Sun¬ 
day. or Federal legal holiday, such pe¬ 
riod shall be extended to Include the next 
following business day. 

(i) All submissions to the Hearing 
Clerk constitute a representation that, 
to the best of the knowledge. Informa¬ 
tion, and belief of the person making the 
submission, all statements made in the 
submission are true and accurate. AH 
such submissions are subject to the False 
Reports to the Government Act. 18 U.8.C. 
1001. under which a willfully false state¬ 
ment is a criminal offense. 

(J> The availability for public exami¬ 
nation and copying of submissions to 
the Hearing Clerk shall be governed by 
the following rules: 

U> Except to the extent provided In 
paragraph <J) (2) and (3) of this sec¬ 
tion. tlie following submissions, including 
all supporting material, shall be on pub¬ 
lic display and shall be available for pub¬ 
lic examination between the hours of 9 
am. to 4 pjn„ Monday through Friday. 
Requests for copies of such submissions 
shall be filed and handled pursuant to 
the provisions of Subpart C of Part 20 
of this chapter. 

(i> Petitions. 

(li) Comments on petitions, on docu¬ 
ments published in (he Federal Register, 
and on similar public documents. 
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(til) Objections and requests for hear¬ 
ings filed pursuant to Part 12 of this 
chapter. 

<u> Material submitted at a formal 
evidentiary public hearing pursuant to 
Part 12 of this chapter, a public hear¬ 
ing before a Public Board of Inquiry pur¬ 
suant to Part 13 of this chapter, a pub¬ 
lic hearing before the Commissioner pur¬ 
suant to Part 15 of this chapter, or an 
alternative form of hearing before a pub¬ 
lic advisory committee pursuant to 
112.32(a) (2) of this chapter. 

(v) Material placed on public display 
pursuant to regulations in this chapter, 
c.g., agency guidelines filed pursuant to 
| 10.90(b). 

(2) G) Material prohibited from pub¬ 
lic disclosure pursuant to $ 20.63 of this 
chapter (clearly unwarranted invasion 
of personal privacy) as interpreted and 
applied in Part 20 of this chapter and 
the regulations referenced therein, and. 
except as provided in paragraph (JX3) 
of this section, material submitted with 
objections and requests for hearings filed 
pursuant to Part 12 of this chapter, or at 
a formal evidentiary public hearing 
pursuant to Part 12 of this chapter, a 
public hearing before a Public Board of 
Inquiry pursuant to Part 13 of this 
chapter, or an alternative form of public 
hearing before a public advisory com¬ 
mittee or a public hearing before the 
Commissioner pursuant to 112.32(a) (2) 
or (3) of this chapter, of the following 
types shall not be on public display, shall 
not be available for public examination, 
and shall not be available for copying 
or any other form of verbatim transcrip¬ 
tion unless they are otherwise available 
for public disclosure pursuant to the pro¬ 
visions of Part 20 of this chapter and 
the regulations referenced therein: 

<fl) Safety and effectiveness data and 
information, which include all studies 
and tests of an Ingredient or product 
on animals and humans and all studies 
and tests on the ingredient or product 
for identity, stability, purity, potency, 
bioavailability, performance, and use¬ 
fulness. 

(b) A protocol for a test or study. 

<c) Manufacturing methods or proc¬ 
esses. including quality control proce¬ 
dures, 

id) Production, sales, distribution, and 
similar data and information, except any 
compilation of such data and informa¬ 
tion aggregated and prepared in a way 
that does not reveal confidential data 
and information. 

ie) Quantitative or scmiquantltative 
formulas. 

</> Data and information on design 
or construction of products. 

(ID Material submitted pursuant to 
the provision- of paragraph <JM2> of 
this section shall be segregated from all 
other submitted material and clearly so 
marked. Any person who does not agree 
that such a submission ts properly sub¬ 
ject to the provisions of paragraph tj) 
(2) of this section may request a ruling 
thereon from the Assistant Commis¬ 
sioner for Public Affairs whose decision 
on the matter shall be final, subject to 


Judicial review pursuant to f 20.46 of this 
chapter. 

(S) Material listed in paragraph (j) 
<2) (I) (a) and <b) of this section may 
be disclosed pursuant to a protective 
order issued by the Administrative Law 
Judge or other presiding officer at any 
nearing referenced in paragraph (J) <2) 
(1). The order shall only permit disclo¬ 
sure of the data in camera and only to 
the extent necessary for the proper con¬ 
duct of the hearing. The order shall state 
to whom the information is to be made 
available <e.g.. to parties or participants, 
or only to counsel for parties or partici¬ 
pants) , and persons not specifically per¬ 
mitted access to the data shall be ex¬ 
cluded from the in camera part of the 
proceeding. The Administrative Law 
Judge or other presiding officer may im¬ 
pose other conditions or safeguards with 
the requirements of this section. The 
limited availability of material pursuant 
to this paragraph shall be deemed not 
to constitute prior disclosure to the pub¬ 
lic as defined in 4 20.81 of this chapter, 
and no such data and Information shall 
be submitted to or received or considered 
by the Pood and Drug Administration in 
support of a petition or other request 
from any other person. 


should issue, amend, or revoke a regula¬ 
tion or order, or take or refrain from 
taking any other form of administrative 
action under the laws administered by 
him. whenever any court, without his 
initiative, holds in abeyance or refers any 
such matter to him for an administrative 
determination and he concludes that 
such an administrative determination is 
feasible in light of agency priorities and 
resources. 

g 10.30 (Jtixrn petition. 

(a) The provisions of this section 
shall apply to any petition submitted 
by any person, except to the extent that 
specific provisions in other sections of 
this chapter state different require¬ 
ments with respect to a particular mat¬ 
ter. 

<b) Any petition (including any at¬ 
tachments) shall be submitted in ac¬ 
cordance with 4 10.20 and in the follow¬ 
ing form: 


§ 10.25 Initiation of •ilmlitislmlhf pro- 
feed i n gs* 

An administrative proceeding under 
the laws administered by the Commis¬ 
sioner may be initiated in any of the fol¬ 
lowing three ways: 

(a) Any interested person may peti¬ 
tion the Commissioner to issue, amend, 
or revoke a regulation or order, or to 
take or refrain from taking any other 
form of administrative action, under the 
laws administered by him. Any such pe¬ 
tition shall be either (1) in the form 
specified in other applicable sections in 
this chapter, ejr, the form for a food ad¬ 
ditive petition In 1171 100 of this chap¬ 
ter or for a new drug application in 
4 314.1 of this chapter or for a new ani¬ 
mal drug application in I 514.1 of this 
chapter, or (2) in the form for a citizen 
petition in 4 10.30. 

(b> The Commissioner may on his own 
initiative Institute a proceeding to issue, 
amend, or revoke a regulation or order, 
or to take or refrain from taking any 
other form of administrative action, un¬ 
der the laws administered by him. The 
Food and Drug Administration has pri¬ 
mary jurisdiction to make the initial de¬ 
termination on issues within its statu¬ 
tory mandate, and will request a court 
to dismiss, or to hold In abeyance its de¬ 
termination of or refer to the agency for 
administrative determination, any such 
issue which has not previously been de¬ 
termined by the agency or which, if it 
has previously been so determined, the 
agency concludes should be reconsidered 
and subject to a new administrative de¬ 
termination. The Commissioner may. in 
his discretion, utilize any of the proce¬ 
dures established in this part in review¬ 
ing and making a determination on any 
matter on his own initiative. 

(c> The Commissioner shall institute 
a proceeding to determine whether he 


(Data) 

Hearing Clerk, Food and Drug Administra¬ 
tion, Department of Health. Education, 
and Welfare. Rm 4-85. 6800 Fishers tone. 
Rockville. MD 20857. 

Crrant PrrmoM 

The undersigned submit* thU petition 

pursuant to. i relevant statutory 

sections. If known) of the-—— (Fed¬ 

eral Food. Drug, and Cosmetic Act and/or 
the Public Health Service Act and/or any 
other statutory protUlon with reaped to 
which authority has been delegated to the 
Commissioner of Food and Drugs pursuant 
to 21 CFR 6.1) to request the Commissioner 

of Food and Drugs to-(loaue, 

amend, or revoke a regulation or order or 
take or refrain from taking any other form 
of administrative action). 

A. Action Requested. 

(( 1 ) if the petition requests the Commis¬ 
sioner to lwsue, amend, or revoke a regula¬ 
tion, the exact wording of the extsting reg¬ 
ulation (If any) and the proposed regula¬ 
tion. or amendment requested.) 

<(3) If tho petition requests the Commis¬ 
sioner to ireue, amend, or revoke an order, 
a copy or the exact wording of and citation 
to the existing order (If any) and the exact 
wording requested for the proposed order.) 

((3) If the petition requests the Commis¬ 
sioner to take or refrain from taking any 
other form of administrative action, the 
specific action or relief requested.) 

B. Statement o/ Ground*. 

(A full statement of the factual and lego) 
grounds upon which the petitioner relies 
Such grounds shall include all relevant data, 
information, and views on which the peti¬ 
tioner relies, as well as representative data 
and information known to the petitioner 
which ore unfavorable to the petitioner's 
position, and shall be submitted in a well- 
organized format.) 

C. giitirortmenffll Impact. 

(An environmental impac t an alysis report 
in the form specified In 21 CFR 25.1(g), ex¬ 
cept for the types of actions specified In 21 
CFR 25.1(e).) 

D. Economic Impact. 

(The following Information is to be sub¬ 
mitted only when requeued by the Com¬ 
missioner following review of the petition: 
A statement of the effect of requested ac¬ 
tion on (I) cost (and price) increases to 
Industry, government, and consumers; (2) 
productivity of wage-earners, businesses, or 
government; (8) competition: (4) supplies 
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of important material*, product*, or sendees: 
(5) employment; and (6) energy atrpply or 
demand.) 

The underMgned certifies, that, to the ^eat 
of hie knowledge and belief this petition lii' 
rludes all data. Information, and views on 
which the petition relies, and that It Includes 
representative data and Information known 
to the petitioner which are unfavorable to 
the petition. 

Very truly ymtm, 

(Signature) 


(Nameof petitioner) 

(Mailing address i 
(Telephone number) 

ic> Any petition which appear* to 
meet the requirements of paragraph <b> 
of this section and I 10.20 shall be filed 
by the Hearing Clerk, stamped with the 
date of filing, and assigned a docket 
number. The docket number shall be 
used to identify the administrative file 
established by the Hearing Clerk for all 
.submissions relating to the petition, as 
provided In this part. All subsequent 
submissions relating to the matter shah 
refer to such docket number and shall be 
filed in such administrative file. Identi¬ 
cal. similar, or related petitions may be 
filed together and given the same docket 
number. The Hearing Clerk shall 
promptly notify the petitioner in writing 
of the filing and docket number of a 
petition. 

< d > Any interested person may submit 
written comments to the Hearing Clerk 
on any filed petition, which shall become 
port of the administrative file. Such 
comments shall specify the docket num¬ 
ber of the petition and may support or 
oppose the petition In whole or in part. 
Any request for alternative or different 
administrative action shall be in the 
form of a separate petition. 

<e> < 1) The Commissioner rhall. in ac¬ 
cordance with paragraph <e)<2> of 
this section, review and rule upou every 
petition filed pursuant to paragraph (c> 
of this section, taking into consideration 
<i) the agency resources available to 
handle the category of subject matter In¬ 
volved, (U) the priority assigned to the 
petition in relation both to the category 
of subject matter involved and the over- 
nil work of the agency, and (ill) time re¬ 
quirements established by statute. 

<2> A response shall be furnished to 
each petitioner under tills section within 
180 days of the receipt of the petition. 
Such response shall either: 

< 1 * Approve the petition, in which case 
the Commissioner shall concurrently 
take appropriate agency action <e.g.. the 
publication of a Federal Register no* 
tice> implementing the approval: or 

<U> Deny the petition; or 

• hi) Provide a tentative response, in¬ 
dicating why the agency has been un¬ 
able to read) a decision on the merits of 
the petition, C4f., because of the existence 
of other agency priorities, a need for ad¬ 
ditional Information, or other stated rea¬ 
son. The tentative response may also in¬ 
dicate the likely ultimate agency rc- 
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spon.se, and may specify when a final 
response may be furnished. 

(3) The Commissioner may grant or 
deny such a petition, in whole or in part, 
and may grant such other relief or take 
such other action as he may determine 
to be warranted by the petition. The 
petititloner shall be notified in writing of 
the Commissioner's decision on a peti¬ 
tion. Such decision shall be placed in 
the public docket file in the office of the 
Hearing Clerk and may also be in the 
form of a notice published in the Fed¬ 
eral Register. 

<f> If a petition filed pursuant to 
paragraph <c) of this section requests 
the Commissioner to issue, amend, or 
revoke a regulation, the provisions of 
53 10.40 or 10.50 shall also apply. 

tgl A petitioner may supplement, 
amend, or withdraw his petition in writ¬ 
ing without agency approval and without 
prejudice to its resubmtssion at anytime 
until the Commissioner rules on the peti¬ 
tion, unless the petition has been re¬ 
ferred for a hearing under Parts 12. 13. 
14, or 15 of this chapter. After a ruling or 
referral, a petition may be supplemented, 
amended, or withdrawn only with the 
Approval of the Commissioner. The Com¬ 
missioner may in his discretion approve 
withdrawal, but with prejudice against 
resubmi&don of the petition. 

<h> In reviewing any matter w'hlch 
is the subject of a petition filed pursuant 
to paragraph <ci of this section, the 
Commissioner may. in his discretion, 
utilize any of the following procedures. 

1 1 > Conferences, meetings, discussions, 
and correspondence pursuant to 3 10.65. 

♦ 2) A formal evidentiary public hear¬ 
ing pursuant to Part 12 of this chapter. 

(3) A public hearing before a Public 
Board of Inquiry pursuant to Part 13 of 
this chapter. 

«4 1 A public hearing before a public 
advisory committee pursuant to Part 14 
of this chapter. 

*5) A public hearing before the Com¬ 
missioner pursuant to Part 15 of this 
chapter. 

(6) A regulatory hearing before the 
Food and Drug Administration pursuant 
to Part 16 of this chapter, 

«7> A notice published in the Federal 
Register requesting data, information, 
and views. 

<8* A proposal to issue, amend, or re¬ 
voke a regulation, hi accordance with the 
provisions of $ 10.40 or S 12.5 of this 
chapter. 

• 9> Any other specific public proce¬ 
dure established by the provisions in 
other sections of this chapter and explic¬ 
itly made applicable to the matter by 
those provisions. 

d) The record of the administrative 
proceeding shall consist of the following: 

<1> The petition. Including all data 
and Information on which it relies, filed 
by tiic Hearing Clerk. 

(2) All comments received on the pe¬ 
tition. including all data or information 
submitted as a part of such comments. 

(3) If the petition resulted in a pro¬ 
posal to issue, amend, or revoke a regu¬ 
lation. all of tlie documents specified in 
f 10 40»g*. 
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<4) The record, consisting of any tran¬ 
scripts. minutes of meetings, reports. 
Federal Register notices, and other doc¬ 
uments. resulting from any of the op¬ 
tional procedures specified in paragraph 
• (g) of this section, except thnt it shall 
not include the transcript of any closed 
portion of any public advisory committee 
meeting. 

i5) The Commissioners decision on 
the petition, including all data and in¬ 
formation identified or filed by the Com¬ 
missioner with the Hearing Clerk as part 
of the record supporting the decision. 

• 6 > All documents filed with the Hear¬ 
ing Clerk pursuant to 3 10.65*hi. 

«7 • If any petition for reconsideration 
or for a stay of action Is filed pursuant to 
paragraph <J> of this section, the ad¬ 
ministrative record specified in 3 10.33 
<k> or 3 10.35* h* respectively. 

<j) The administrative record speci¬ 
fied in paragraph (i) of this section shall 
constitute the exclusive record for the 
Commissioner's decision. The record of 
the administrative proceeding shall be 
closed as of the date of the Commission¬ 
er's decision unless some oilier date for 
the closing of the record is specified by 
the Commissioner. Thereafter any inter¬ 
ested person may submit a petition for 
reconsideration pursuant to fi 10.33 and a 
petition for stay of action pursuant to 
I 10.35. Any person who wishes to rely 
upon data, information, or views not In¬ 
cluded in the administrative record shall 
submit it to the Commissioner with a new 
petition to modify the decision pursuant 
to tills section. 

<k* The provisions of tills section shall 
not apply to the referral of a matter to 
a United States attorney for the initia¬ 
tion of court enforcement action and re¬ 
lated correspondence, or to requests, 
suggestions, and recommendations made 
informally in routine correspondence re¬ 
ceived by the Food and Drug Adminis¬ 
tration. Such correspondence does not 
constitute a petition within the meaning 
of this section unless it purports to meet 
the requirements of this section. Action 
with respect to such routine correspond¬ 
ence does not constitute final adminis¬ 
trative action which is subject to judi¬ 
cial review' pursuant to 3 10.45. 

(I) The Hearing Clerk shall maintain 
a chronological list of all petitions filed 
pursuant to this section and 3 10.85. but 
excluding petitions submitted elsewhere 
In the agency pursuant to i 10.25ran 1), 
showing: 

(1 > The docket number. 

«2) The date the petition was filed by 
the Hearing Clerk. 

<3> The name of the petitioner. 

1 4' The subject matter involved. 

(5 > The disposition of the petition. 

§ 10.33 \dmitii*truti\r rffon*idrrtt(ion 
of union. 

fa» The Commissioner may at any 
time conclude to reconsider any matter, 
on his owti initiative or on the petition 
of any interested person. 

<1>) Any Interested person may request 
reconsideration of any i>art or all of a 
decision of the Commissioner on any 
petition submitted pursuant to 110.25 
<a). Any such request shall be submitted 
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in accordance with 8 10.20 and In the 
following form no later than 30 days 
after the date of the decision Involved. 
In the case of a decision published in 
the Federal Register, the day of publi¬ 
cation shall be the day of decision. 


(Date) 

Hearing Clerk. Pood and Drug Administra¬ 
tion, Department of Health. Education, and 
Welfare. Rm. 4-66, 6000 Fishers Lane. Rock¬ 
ville. MD 30857. 

Prim on ma RacoNsmiaATioN 
Docket No.-- 

The undersigned submits this petition for 
reconsideration of the decision of the Com¬ 
missioner of Food and Drugs in Docket 

No- 

A. Decision Involved. 

(A concise statement of the decision of t.be 
Commissioner which the petitioner wishes 
to have reconsidered,) 

B Action Requested 

(The decision which the petitioner re¬ 
quests the Commissioner to make upon re¬ 
consideration of the matter.) 

C. Statement o/ Grounds. 

(A full statement of the factual and legal 
grounds upon which the petitioner relies. 
Such grounds shall demonstrate that rele¬ 
vant data. Information, and views contained 
iu the administrative record were not pre¬ 
viously or not adequately considered by the 
Commissioner. No new data, information, or 
views may be Included In a petition for re¬ 
consideration.) 

Very truly yours, 


(Signature) 


(Name of petitioner > 


(Mailing address) 


(Telebpone number) 

(c) A petition for reconsideration re¬ 
lating to a petition submitted pursuant 
to § 10.25(a)(2) shall be subject to the 
requirements of 8 10.30 (c) and (d). ex¬ 
cept that it shall be filed in the same 
docket Ale as the petition to which it 
relates. 

(d> The Commissioner shall promptly 
review a petition for reconsideration. 
The Commissioner may grant such a 
petition in any proceeding when he de¬ 
termines that it is in the public interest 
and in the interest of Justice. The Com¬ 
missioner shall grant a petition for re¬ 
consideration in any proceeding if he de¬ 
termines that ail of the following apply: 
(1) the petition demonstrates that rele¬ 
vant data, information, or views con¬ 
tained in the administrative record were 
not previously or not adequately consid¬ 
ered by the Commissioner, (2> the peti¬ 
tioner’s position is not frivolous and is 
being pursued in good faith, (3) the peti¬ 
tioner has demonstrated sound public 
policy grounds supporting reconsidera¬ 
tion. and <4) reconsideration is not out¬ 
weighed by public health considerations 
or other public interests. 

<e) A petition for reconsideration shall 
be based only on data, information, and 
views contained in the administrative 
record on which the Commissioner made 
his decision. Any interested person who 
wishes to rely upon data. Information, or 
views not included in such adminlstra- 
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tlve record shall submit it to the Com¬ 
missioner with a new petition to modify 
the decision pursuant to 8 10.25(a). 

(f) The Commissioner's decision on a 
petition for reconsideration shall be in 
writing and shall be placed on public dis¬ 
play as part of the administrative file on 
the matter In the office of the Hearing 
Clerk. A determination to grant recon¬ 
sideration shall be published in the 
Federal Register if the Commissioner's 
original decision was published in the 
Federal Register. Any other determina¬ 
tion to grant or to deny reconsideration 
may also be published in the Federal 
Reglster. 

(g) The Commission will consider a 
petition for reconsideration only if it is 
submitted within 30 days of the date of 
the decision Involved and before such 
petitioner brings legal action in the 
courts to review such action, except that 
such a petition shall also be considered 
if the Commissioner lias denied a petition 
for stay of action and such petitioner has 
petitioned for judicial review of the Com¬ 
missioner's action and requested the re¬ 
viewing court to grant a stay pending 
consideration of such review. A petition 
for reconsideration submitted later than 
30 days after the date of the decision 
involved shall be denied as untimely. A 
petition for reconsideration shall be con¬ 
sidered as submitted on the day it is 
received by the Hearing Clerk. 

<h> The Commissioner may on his 
own Initiative decide to reconsider all or 
part of any matter at any time after It 
has been decided or action has been 
taken. If review of such matter Is pend¬ 
ing in the courts, the Commissioner may 
request that the court refer the matter 
back to the agency or hold its review in 
abeyance pending administrative recon¬ 
sideration. The administrative record of 
the proceeding shall include all addi¬ 
tional documents relating to such recon¬ 
sideration. 

<i) After determining to reconsider a 
matter, whether on the petition of an 
interested person or on his own initiative, 
the Commissioner shall review and rule 
on the merits of the matter pursuant to 
8 10.30(e). The Commissioner may re¬ 
affirm. modify, or overrule his prior de¬ 
cision. in whole or in part, and may grant 
such other relief or take such other action 
as he may determine to be warranted. 

CJ) The Commissioner’s reconsidera¬ 
tion of any matter relating to a petition 
submitted pursuant to I 10.25(a) <2> 
shall be Bubject to the provisions of 
$ 10 30 <l) through fh>. <J). and <k>. 

<k> The record of the administrative 
proceeding shall consist of the follow¬ 
ing: 

(1) The record of the original petition 
specified in 8 10.30(1). 

<2> The petition for reconsideration, 
including all data and information on 
which U relies. Hied by the Hearing 
Clerk. 

(3) All comments received on such 
petition, including all data or informa¬ 
tion submitted as a part of such 
comments. 

(4) The Commissioner’s decision on 
such petition pursuant to paragraph (f) 
of this section, including all data and 


information Identified or filed by the 
Commissioner with the Hearing Clerk as 
part of the record supporting the de¬ 
cision. 

(5) Any Federal Register notices or 
other documents resulting from such 
petition. 

(6) All documents filed with the Hear¬ 
ing Clerk pursuant to 8 10.65(h), 

(7) If the Commissioner reconsiders 
the matter, the administrative record re¬ 
lating to such reconsideration specified 
In 8 10.30(1). 

§ 10.35 Ail mini viral it nj of arllutt. 

(a) The Commissioner may at any 
time stay (including extend) the effec¬ 
tive date of any relevant action pending 
or following his decision on any matter, 
on his own Initiative or on the petition 
of any interested person. 

<b> Any interested person may request 
the Commissioner to stay the effective 
date of any administrative action. 8uch 
a stay may be requested for a specific 
time period or for an indefinite time pe¬ 
riod. Any such request shall be submitted 
in accordance with 8 10.20 and in the f I- 
lowing form no later than 30 days after 
the date of the decision involved. In the 
case of a decision published In the Fed¬ 
eral Register, the day of publication 
shall be the day of decision. 


(Date) 

Hearing Clerk. Food and Drug Administra¬ 
tion. Department of Health, Education, 
and Welfare, Rm. 4-66, 6600 Fisher* Lane. 
Rockville. MD 20667 

PrrmoN roa Stay or Action 

The undersigned submit* this petition re¬ 
questing that the Commissioner of Food 
and Drugs stay the effective date of hU ac¬ 
tion with respect to the following matter 
A. Decision involved. 

(The specific administrative action being 
taken by the Commissioner for which a stay 
Is requested, including the docket number or 
other citation to the action involved ) 

U. Action Requested. 

(The length of time for whloh the stay i" 
requested, which may be for a specific or in¬ 
definite time period.) 

C. Statement of Grounds 
(A full statement of the factual and legal 
grounds upon which the petitioner relies for 
the stay.) 

Very trnly yours, 

(Signature) 
(Name of petitioner) 
(Malting addreM) 


(Telephone numberi 


.(c) A petition for rtay of action relat¬ 
ing to a petition submitted pursuant to 
f 10.25(a) (2) shall be subject to the re¬ 
quirements of paragraphs (c) and id) of 
8 10.30, except that it shall be filed in 
the same docket file as the petition to 
which it relates. 

(d) Neither the filing of a petition for 
a stay of action pursuant to this section 
nor action taken by an interested person 
in accordance with any other adminis¬ 
trative procedure In this part or in any 
other section of this chapter, eg., the 
filing of a citizen petition pursuant to 
8 10.30 or a petition for reconsideration 


FEDERAL REGISTER, VOL 42. NO. SS—TUESDAY, MARCH 22, 1977 













RULES AND REGULATIONS 


pursuant to } 10.33 or a request for an 
advisory opinion pursuant to 8 10.80. 
shall operate to stay or otherwise delay 
any administrative action by the Com¬ 
missioner, including enforcement action 
of any kind, unless one of the follow¬ 
ing applies: 

<1) The Commissioner, in his discre¬ 
tion, determines that a stay or delay is 
in the public interest and stays the 
art ion. 

(2) A statutory provision requires that 
the matter be stayed. 

<3> A court orders that the matter be 

stayed. 

(el The Commissioner shall promptly 
review a petition for stay of action. The 
commissioner may grant or deny such a 
i'etition, in whole or In part, and may 
grant such other relief or take such other 
action as he may determine to be war¬ 
ranted by the petition. The Commis¬ 
sioner may grant a stay in any proceed¬ 
ing if he determines that It is in the pub¬ 
lic interest and in the interest of Justice. 
The Commissioner shall grant a stay in 
any proceeding if he determines that all 
of the following apply: (1) The peti¬ 
tioner will otherwise suffer irreparable 
injury. (2) the petitioner's case is not 
frivolous and. is being pursued in good 
faith. <3) the petitioner has demon¬ 
strated sound public policy grounds sup¬ 
porting the stay, and <4) the delay re- 
iilting from the stay is not outweighed 
by public health considerations or other 
public interests. 

ti> The Commissioner's decision on a 
petition for stay of action shall be in 
writing and shall be placed on public 
display as part of the file on the matter 
in the office of the Hearing Clerk. A de¬ 
termination to grant a stay shall be 
published in the Federal Register if the 
Commissioner’s original decision was 
published in the Federal Register. Any 
other determination to grant or to deny 
a stay may also be published in the Fed¬ 
eral Register. 

<g) A petition for a stay of action 
submitted later than 30 days after the 
date of the decision involved shall be 
denied as untimely. A petition for a stay 
of action shall be considered as submit¬ 
ted on the day it is received by the 
Hearing Clerk. 

(h) The record of the administrative 
proceeding .shall consist of the following: 

(1) The record of the proceeding to 
which the petition for stay of action is 
directed. 

• 2 > The petition for stay of action, in¬ 
cluding all data and Information on 
which it relies, filed by the Hearing 
Clerk. 

i3» AH comments received on such 
i>etiUon. including all data or informa¬ 
tion submitted as a part of such com¬ 
ments. 

•4> The Commissioner's decision on 
Mich petition pursuant to paragraph <c> 
of Uiis section. Including all data and 
information identified or filed by the 
Commissioner with the Hearing Clerk 
as part of the record supporting the 
decision. 

(5* Any Federal Register notices or 
other documents resulting from such 
i>etition. 


(6) All documents filed with the Hear¬ 
ing Clerk pursuant to $ 10.65(h). 

§ 10. tO Promulgation of regulation* for 
llie efficient enforcement of the law. 

ia> The Commissioner may propose 
and promulgate regulations for the 
efficient enforcement of the laws admin¬ 
istered by him whenever he concludes 
that it Is necessary or appropriate to do 
so. The issuance, amendment, or revoca¬ 
tion of any such regulation may be ini¬ 
tiated in any of the ways specified in 
? 10.25. 

(1) This section shall apply to any 
regulation (D not subject to g 10.50 and 
Part 12 of tills chapter or (ID if it is 
subject to g 10.50 and Part 12 of this 
chapter, to the extent that those provi¬ 
sions make tills section applicable. 

(2) A regulation proposed by an In¬ 
terested person In a petition submitted 
pursuant to 8 10.25(a) shall be published 
by the Commissioner in the Federal 
Register as a proposal if he determines 
that: 

(1) Tiie petition contains facts demon¬ 
strating reasonable grounds for the 
proposal. 

(ID The petition contains a substan¬ 
tial showing that the proposal Is In the 
public Interest and will promote the 
objectives of the act and the agency. 

(ill) The requested proposal Is lawful. 

(3 > The Commissioner may publish 
two or more alternative proposed regu¬ 
lations on the same subject In order to 
obtain comment on the different alter¬ 
natives. 

(4> The Commissioner may publish a 
regulation proposed by an interested per¬ 
son in a petition submitted pursuant to 
110.25(a) together with the Commis¬ 
sioner's preliminary views on the pro¬ 
posal and any alternative proposal. 

(b> Except as provided in paragraphs 
(d) and (e> of this section, any such 
regulation shall be the subject of a notice 
of proposed rule making published in the 
Federal Register. 

<1> Such notice shall contain (1) a 
general statement In the first or second 
paragraph describing the substance of 
the document in easily understandable 
terms. (ID a preamble which summarizes 
the proposal and the facts and policy 
underlying it, (ill) references to all data 
and information on which the Commis¬ 
sioner relics for the proposal (copies or 
a full list of which shall be a part of the 
administrative file on the matter in the 
office of the Hearing Clerk). civ) the au¬ 
thority under which the regulation is 
proposed. <v> cither the terms or sub¬ 
stance of the proposed regulation or a 
description of the subjects and issues 
involved. <vi) a proposed effective date. 
(viD a reference to the existence or lack 
of need for an environmental impact 
statement pursuant to 8 25.25»a) (3) til) 
or till) of this chapter, (vili) the time, 
place, and method for Interested per¬ 
sons to submit written comments on the 
proposal, and a statement that com¬ 
ments shall be submitted in accordance 
with the requirements of this part and 
tix) the docket number of the matter, 
which shall be used to Identify the ad¬ 
ministrative file established by the Hear- 
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ing Clerk for all submissions relating to 
the matter, as provided in this part. 

(2) Such proposal shaH ordinarily pro¬ 
vide 60 days for comment, although the 
Commissioner may reduce or extend this 
lime period for good cause. In no event 
shall the time for comment be less than 
10 days. 

<3> After publication of the notice of 
proposed rule making, any interested 
person may request the Commissioner to 
extend the comment period for an addi¬ 
tional specified period of time by sub¬ 
mitting a written request to the Hearing 
Clerk stating the grounds therefor. Such 
requests shall be pursuant to 5 10.35. ex¬ 
cept that the heading shall be “RE¬ 
QUEST FOR EXTENSION OF COM¬ 
MENT PERIOD.* 

ti) Any such request shall demonstrate 
why comments could not reasonably be 
submitted within the time permitted, or 
that important new r information will 
shortly be available, or that sound pub¬ 
lic policy otherwise supports an exten¬ 
sion of the time for comment. The Com¬ 
missioner may grant or deny such re¬ 
quest or may grant an extension for a 
time period different than that re¬ 
quested. Extensions of time to comment 
wUl not ordinarily be granted. An exten¬ 
sion of time to comment may be limited 
to specific persons who have made and 
justified such a request, but shall or¬ 
dinarily apply to all Interested persons. 

til) Any extension of time to comment 
of 30 days or longer shall be the subject 
of a notice published in the Federal 
Register and shall be applicable to aU 
interested persons. Any extension of time 
to comment of less than 30 days shall 
be the subject either of a letter or memo¬ 
randum filed with the Hearing Clerk or 
of a notice published In the Federal 
Register. 

(4) Four copies of all comments shall 
be submitted to the Hearing Clerk, ex¬ 
cept that individuals may submit single 
copies of comments. Comments will be 
stamped with the date of receipt and wUl 
be numbered chronologically. 

(5) Persons submitting comments crit¬ 
ical of a proposed regulation are en¬ 
couraged to include alternative wording 
that they believe would be preferable. 

<c) After the time for comment on a 
proposed regulation has expired, the 
Commissioner shall review the entire ad¬ 
ministrative record on the matter, in¬ 
cluding all comments, and shall termi¬ 
nate the proceeding, issue a new proposal, 
or promulgate a final regulation, by no¬ 
tice published in the Federal Register. 

< i > The quality and persuasiveness of 
the comments shall determine the Com¬ 
missioner's decision with respect to such 
comments. The number or length of com¬ 
ments shall not ordinarily be a signifi¬ 
cant factor in such decision. However, 
the number of comments may be ma¬ 
terial where the degree of public interest 
is a legitimate factor for consideration 

(2^ The decision of the Commissioner 
with respect to the matter shaH be based 
solely upon the administrative record. 

<3‘ The preamble to a final regulation 
published in the Federal Register shall 
contain in the first and second para¬ 
graphs reference to prior notices relating 
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to the same matter and a general state¬ 
ment describing the substance of the doc¬ 
ument In easily understandable terms, 
and shall summarize each type of com¬ 
ment submitted on the proposal and the 
Commissioner's conclusions with respect 
to each such type of comment. The pre¬ 
amble shall contain a thorough and com¬ 
prehensible articulation of the reasons 
for the Commissioner's decision on each 
issue. 

«4> The notice promulgating a final 
regulation published In the Federal Reg¬ 
ister shall specify the effective date. Such 
effective date shall be not less than 30 
days after the date of publication In the 
Federal Register, except for: 

Mi A regulation that grants an ex¬ 
emption or relieves a restriction. 

iii> Any other regulation where the 
Commissioner finds, and states in the no¬ 
tice. good cause for an earlier effective 
date. 

<d) The provisions for notice and com¬ 
ment In paragraphs <b) and (c) of this 
section shall apply to interpretive rules 
and to rules of agency practice and pro¬ 
cedure except as provided in paragraph 
<e) of this section. The provisions of 
paragraphs <b> and <c) of this section 
shall not apply to general statements of 
policy In the form of informationa l no - 
tices published in the Federal Register 
or to matters involving agency organiza¬ 
tion, 

<e> The requirements of notice ana 
public procedure in paragraph <b> of this 
section shall not apply in any of the fol¬ 
lowing situations: 

<1) When the Commissioner deter¬ 
mines for good cause that they are Im¬ 
practicable. unnecessary, or contrary to 
the public interest. In such cases, the no¬ 
tice promulgating the regulation shall 
state the reasons for such determination, 
and shall provide an opportunity for the 
submission of comments to determine 
whether the regulation should subse¬ 
quently be modified or revoked. A sub¬ 
sequent notice based on those comments 
may, but need not provide additional 
opportunity for public comment. 

(2) To food additive and color addi¬ 
tive petitions, which are subject to the 
provisions of I 12.5(b) (2) of this chapter. 

<3> To new animal drug regulations, 
which shall be promulgated by notice 
pursuant to section 512<i> of the act 

tf) In addition to the notice and pub¬ 
lic procedure required pursuant to para¬ 
graph <b> of this section, the Commis¬ 
sioner may. in his discretion, also subject 
any proposed or final regulation, before 
or after publication In the Federal Reg¬ 
ister. to any of the following additional 
procedures, where they are reasonably 
applicable to the matter involved: 

(1) Conferences, meetings, discus¬ 
sions. and correspondence pursuant to 
$ 10.65. 

(2) A formal evidentiary public hear¬ 
ing pursuant to Part 12 of this chapter. 

(3) A public hearing before a public 
Board of Inquiry pursuant to Part 13 of 
this chapter. 

c4) A public hearing before a public 
advisory committee pursuant to Part 14 
of this chapter. 


(5) A public hearing before the Com¬ 
missioner pursuant to Part 15 of this 
chapter. 

(6) A notice published in the Federal 
Register requesting data, information, 
and views before the Commissioner 
determines whether to propose a 
regulation. 

(7) A draft of a proposed regulation 
placed on public display in the office of 
the Hearing Cleric. If this procedure is 
used, the Commissioner shall publish an 
appropriate notice in the Federal Regis¬ 
ter stating that the document is avail¬ 
able and specifying the time within 
which comments may be submitted 
orally or in writing on the draft of the 
proposed regulation. 

<8> A revised proposal published in 
the Federal Register, which shall be 
subject to all the provisions in this sec¬ 
tion relating to proposed regulations. 

(9 » A tentative final regulation or 
tentative revised final regulation placed 
on public display at the office of the 
Hearing Clerk and, if deemed desirable 
by the Commissioner, published in the 
Federal Register. If the tentative regu¬ 
lation is placed on display only, the Com¬ 
missioner shall publish an appropriate 
notice in the Federal Register stating 
that the document Is available and speci¬ 
fying the time within which comments 
may be submitted orally or in writing on 
the tentative final regulation and shall 
mail a copy of the tentative final regu¬ 
lation and the Federal Register notice 
to each person w)>o submitted comments 
on the proposed regulation if one has 
been published. 

(10) A final regulation published in 
the Federal Register which provides an 
opportunity for the submission of fur¬ 
ther comments, in accordance with para¬ 
graph (exl) of this section, to deter¬ 
mine whether the regulation should sub¬ 
sequently be modified or revoked. 

<11> Any other specific public proce¬ 
dure established by the provisions In 
other sections of this chapter and ex¬ 
plicitly made applicable to the matter 
by the terms of those provision*. 

(g) The record of the administrative 
proceeding shall consist of all of the fol¬ 
lowing: 

(1) If the regulation was initiated by 
a petition, the administrative record 
specified in f 10.30(1). 

(2) If any petition for reconsidera¬ 
tion or for a stay of action is filed, the 
administrative record specified In 4 10.33 
<k> and 5 10.35(h). respectively. 

(3) The notice of proposed rule mak¬ 
ing published in the Federal Register, 
including aQ data and information Iden¬ 
tified or filed by the Commissioner with 
the Hearing Clerk as part of the admin¬ 
istrative record supporting the proposal. 

(4> All comments received on the pro¬ 
posal. including all data or information 
submitted as a part of such comments 

(5) The notice promulgating the final 
regulation, tncludtng all data and infor¬ 
mation identified or filed by the Com¬ 
missioner with the Hearing Clerk as part 
of the administrative record supporting 
the final regulation. 

< 6 > The transcripts, minutes of meet¬ 
ings, reports. Federal Register notices. 


and other documents resulting from any 
of the optional procedures specified in 
paragraph If) of this section, except 
that it shall not include any transcript of 
any closed portion of any public advisory 
committee meeting. 

(7) All documents submitted to the 
Hearing Clerk pursuant to I 10.65<h). 

(h) The record of the administrative 
proceeding shall be closed as of the date 
of the Commissioner's decision unless 
some other date for the closing of the 
record is specified by the Commissioner. 
Thereafter any interested person may 
submit a petition for reconsideration 
pursuant to 8 10.33 and a petition for stay 
of action pursuant to 110.35. Any person 
who wishes to rely upon data, informa¬ 
tion. or viewrs not Included in the admin¬ 
istrative record shall submit It to the 
Commissioner with a new petition to 
modify the final regulation. 

(1) The Hearing Clerk shall main¬ 
tain a chronological list of all regulations 
proposed and promulgated pursuant to 
this section and 1 10.50. but excluding 
regulations resulting from petitions filed 
and assigned a docket number pursuant 
to 8 10.30. showing: 

(1) The docket number, which in the 
case of a petition submitted directly to a 
bureau shall be the number or other 
designation assigned by the bureau, eg., 
the number assigned to a food additive 
petition. 

(2) The name of the petitioner, if any. 

(3) The subject matter Involved. 

< 41 The disposition of the petition. 

§ 10.13 (xmrt review of final adminis¬ 
trative action; e&hcM 2 »l»oti of admin- 
i*imtiee remedies. 

»n> The provisions of this section 
shall apply to court review of any final 
administrative action taken by the Com¬ 
missioner, including action taken pur¬ 
suant to If 10.25 through 10.40 and 
g 16.1(b) of this chapter except action 
subject to the provisions of f 10,50 and 
Part 12 of this chapter. 

<b) Any request that the Commis¬ 
sioner take or refrain from taking any 
form of administrative action shall first 
be the subject of a final administrative 
decision based upon a petition submitted 
to the Commissioner pursuant to I 10 25 
(a) or, where applicable, a hearing pur¬ 
suant to 8 16.1(b) of this chapter before 
any legal action Is filed in a court com¬ 
plaining of the Commissioner's action* or 
failure to act. If any court action is filed 
complaining of the Commissioner's ac¬ 
tion or failure to act prior to the submis¬ 
sion of and decision on a petition pursu¬ 
ant to f 10.25(a) or. where applicable, a 
heating pursuant to 8 16.1(b) of this 
chapter, the Commissioner will request 
dismissal of such court action or referral 
to the agency for an Initial administra¬ 
tive determination on the grounds of a 
failure to exhaust the administrative 
remedies provided In this part, th* lock 
of final agency action as required by 5 
UJ3.C. 701 et seq.. and the lack nf an 
ortnal controversy ax required by 28 
U.S.C. 2201. 

<c) Any request that any form of ad¬ 
ministrative action be stayed shall first 
be the subject of on administrative deci- 
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sion based upon a petition for stay of 
action submitted to the Commissioner 
pursuant to 8 10.35 before any request is 
made that a court stay such action. If 
any court action la filed requesting a stay 
of any administrative action taken 
by the Commissioner prior to the Com¬ 
missioner’s decision on a petition sub¬ 
mitted in a timely manner pursuant to 
$ 10.35, the Commissioner will request 
dismissal of such court action or reibrral 
to the agency for an initial administra¬ 
tive determination on the grounds of 
a failure to exhaust the administrative 
remedies provided In this part, the 
lack of final agency action as required by 
5 U.S.C. 70i ct scq.. and the lack of an 
actual controversy as required by 28 
U.8.C. 2201. If any court action Is filed 
requesting a stay of any administrative 
action taken by the Commissioner after 
ft petition for a stay of action Is denied 
because it was submitted after expira¬ 
tion of the 30-day time period specified 
in 5 10.35. or after the time for submit¬ 
ting such a petition has expired, the 
Commissioner will request dismissal of 
such court action on the ground of a fail¬ 
ure to exhaust the administrative reme¬ 
dies set out hi this part. 

f d» The Commissioner's final decision 
on a petition submitted pursuant to 
5 10.25(a), on a petition for reconsidera¬ 
tion submitted pursuant to $ 10.33, on a 
petition for stay of action submitted pur¬ 
suant to 8 10.35, on any advisory opinion 
issued pursuant to 8 10.85, on any guide¬ 
line issued pursuant to 8 10.90, on any 
matter involving administrative action 
which Is the subject of on opportunity 
for a hearing pursuant to 8 16.1(b) of 
this chapter, or the issuance of any final 
regulation published in accordance with 
8 10 40. each constitutes final agency 
action revicwable in the courts pursuant 
to 5 U.S.C. 701 et seq. and. where appro¬ 
priate. 28 U.8.C. 2201. 

<1> It is the position of the Food and 
Drug Administration except as otherwise 
provided in paragraph <d><2> of this 
section that: 

<t> Any such final agency action ex¬ 
hausts all administrative remedies and 
Is ripe for preenforcement judicial re¬ 
view as of the date of such final decision, 
unless applicable law explicitly requires 
that the petitioner take further action 
before Judicial review is available. 

<ii> Any interested person is affected 
by. and thus has standing to obtain Judi¬ 
cial review of, such final agency action. 

• ill> It is not appropriate to move to 
dismiss a suit for preenforcement Judi¬ 
cial review of such final agency action 
on the ground that indispensable parties 
urc not joined or that it is an uncon¬ 
sented suit against the United 8tales if 
such defect could be cured by amending 
the complaint. 

<2> The Commissioner will object to 
judicial review of any matter if: 

<1» The matter Is committed by law to 
the discretion of the Commissioner. e.g., 
a decision to recommend or not to rec¬ 
ommend civil or criminal enforcement 
action under sections 302. 303. and 304 of 
the act 
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<U> Review is not sought In a proper 
court. 

Any interested person may request 
Judicial review of any final decision of 
the Commissioner in the courts without 
first petitioning the Commissioner for re¬ 
consideration or for a stay of action, 
except that In accordance with para¬ 
graph <c> of this section such person 
shall request a stay by the Commissioner 
pursuant to § 10,35 before lie may request 
a stay by the court. 

<f) The Commissioner will take the 
position In any action for judicial review 
under 5 U.S.C. 701 et seq.. whether or not 
it includes a request for a declaratory 
judgment under 28 U.S.C. 2201. or in any 
other case in which the validity of ad¬ 
ministrative action is ‘properly chal¬ 
lenged. that the validity of the action 
shall be determined solely on the basis of 
the administrative record specified In 
I8 10.30U). 10 33<k>, 10.35(h), 10.40>g). 
and 16.80(c) of this chapter, or the ad¬ 
ministrative record applicable with re¬ 
spect to any decision or action under the 
regulations referenced in 8 16.1<b> of this 
chapter, and that additional data. Infor¬ 
mation. or views may not be considered. 
Any interested person who wishes to rely 
upon data, information, or views not in¬ 
cluded in the administrative record shall 
submit it to the Commissioner with a 
new petition to modify the action pursu¬ 
ant to 8 10.25(a). 

(g) The Commissioner requests that 
all petitions for judicial review of a par¬ 
ticular matter be filed in a single United 
States district court. If such petitions are 
filed in more than one Jurisdiction, the 
Commissioner shall take appropriate ac¬ 
tion to prevent a multiplicity of suits in 
various jurisdictions, such as: 

<1» A request for transfer of one or 
more suits tq consolidate separate ac¬ 
tions. pursuant to 28 U.S.C. 1404<a) or 
28 U.S.C. 2112(a). 

<2> A request that actions in nil but 
one jurisdiction be stayed pending the 
conclusion of one proceeding. 

<3> A request that all but one action 
be dismissed pending the conclusion of 
one proceeding, with the suggestion that 
the other plaintiffs intervene in that one 
suit. 

(4 1 A request that one of the suits be 
maintained as a class action in behalf of 
all affected persons. 

<h> Upon judicial review of adminis¬ 
trative action pursuant to this section: 

1 1 > If a court determines that the ad¬ 
ministrative record is inadequate to sup¬ 
port the action, the Commissioner shall 
determine whether he wishes to proceed 
with such action. 

ip If the Commissioner concludes that 
such action should be pursued, he shall 
either request that the court remand the 
matter to the agency to reopen the ad¬ 
ministrative proceeding .and record, or on 
his own initiative reopen tfie adminis¬ 
trative proceeding and record upon re¬ 
ceipt of the court determination. Any 
such reopened administrative proceed¬ 
ing shall be conducted pursuant to the 
provisions of this part and in accordance 
with any directions of the court 
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<U> If the Commissioner concludes 
that the public interest requires that the 
action remain in effect pending further 
administrative proceedings, he shall re¬ 
quest that the court not stay the matter 
in the interim and shall expedite the fur¬ 
ther administrative proceedings. 

(2i If a court determines that the ad¬ 
ministrative record In adequate, but the 
rationale for the action requires further 
elucidation: 

d) The Commissioner shall request 
either that such further explanation be 
provided in writing directly to the court 
without further administrative proceed¬ 
ings. or that the administrative proceed¬ 
ing be reopened pursuant to paragraph 
<h)'lMi> of this section. 

Hi) If he concludes that the public In¬ 
terest requires that the action remain In 
effect pending further court or adminis¬ 
trative proceedings, he shall request that 
the court not stay the matter In the in¬ 
terim and shall expedite such further 
proceedings. 

8 10.30 I'nmiulgjition of regulation* 
and order* offer an opportunity for n 
formal r\ idrntinry public hearing. 

<a) The Commissioner shall promul¬ 
gate regulations and orders after an op¬ 
portunity for a formal evidentiary’ public 
hearing, in accordance with the proce¬ 
dures established in Part 12 of this chap¬ 
ter. whenever all of the following apply: 

(1) The subject matter of the regula¬ 
tion or order involved is subject by stat¬ 
ute to an opportunity for a formal evi¬ 
dentiary public hearing. 

<2) The person requesting such a 
hearing has a right to an opportunity for 
a hearing and submits adequate justifi¬ 
cation for such a hearing as required by 
88 12.5 through 12.22 of this chapter and 
other applicable provisions in this chap¬ 
ter. eg., 88 314 200. 430.20(b). 514 200. 
and 601.7(a). 

<b) The Commissioner may order a 
formal evidentiary’ public hearing on any 
matter whenever he determines, in his 
discretion, that it would be in the pub¬ 
lic interest to do so. 

(c) The statutory provisions which 
permit a person who would be* adversely 
affected by administrative action an op¬ 
portunity for a formal evidentiary public 
hearing are as follows (the foregoing list 
imparts no right to a hearing where no 
opportunity for a hearing is provided by 
the statutory sections listed): 

(It Section 401 of the act relating to 
definitions And standards for food. 

(2) Section 4030> of the act relating 
to regulations for labeling of foods for 
special dietary uses. 

(3> Section 404 (a» of the act relating 
to regulations providing for emergency 
penult control. 

(4 > Section 406 of the act relating to 
tolerances for poisonous substances In 
food. 

(5) Section 409 <c),<d>.and <h> of the 
act relating to food additive regulations. 

‘6) Section 501(b) of the act relating 
to tests or methods of assay for dnigs 
described in official compendia. 
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(7) 8ectlon 502(d) of the act relating 
to regulations designating habit-forming 
drugs. 

(8) Section 502<h) of the act relating 
to regulations designating requirements 
for drugs liable to deterioration. 

(9) Section 502<n) of the act relating 
to prescription drug advertising regula¬ 
tions. 

<10> Section 506<c» of the act relating 
to Insulin regulations. 

ill) Section 507(f) of the act relating 
to regulations for antibiotic drug certi¬ 
fication. 

<12) SecUon 512<n)<5) of the act re¬ 
lating to regulations for animal antibi¬ 
otic drugs and certification requirements. 

(13) SecUon 706 <b) and <c) of the act 
relating to regulaUons for color additives 
listing and certification. 

(14) Section 4(a) of the Pair Pack¬ 
aging and Labeling Act relating to food, 
drug, device, and cosmetic labeling. 

(15) Section 5(c) of the Pair Packag¬ 
ing and Labeling Act relaUng to addi¬ 
tional economic regulaUons for food, 
drugs, devices, and cosmetics. 

(16) SecUon 505 <d) and (e> of the 
act relating to new drug applications. 

(17) 8ecUon 512 <d>, (c). (m> (3) and 
(4) of the act relating to new animal 
drug applicaUons. 

(18) SecUon 515(g) of the act relating 
to device premarket approval applica¬ 
tions. 

(19) SecUon 351(a) of the Public 
Health Service Act relating to plant and 
product licenses for a biologic. 

§ 10.S3 Separation of function*; rx 
parte communication*- 

(a) The provisions of this section shall 
apply with respect to any matter which 
is subject by statute to an opportunity 
for a formal evidenUary public hearing, 
as listed in 110.50(c). and any matter 
subject to a public hearing before a Pub¬ 
lic Board of Inquiry pursuant to Part 13 
of this chapter. 

(b) In the case of any matter listed In 
$ 10.50<c) (1) through (10) and (12) 
through (15): 

ri) Any interested person may meet 
or correspond with any representative of 
the Food and Drug Administration with 
respect to any such matter prior to pub¬ 
lication in the Federal Register of a 
notice announcing a formal evidentiary 
public hearing or a public hearing before 
a Public Board of Inquiry on the matter. 
The provisions of } 10.65 shall apply to 
such meetings and correspondence. 

(2) Upon publication In the Federal 
Register of a notice announcing a for¬ 
mal evidentiary public hearing or a pub¬ 
lic hearing before a Public Board of In¬ 
quiry. the following separation of func¬ 
tions shall apply: 

<i) The bureau responsible for the 
matter involved In the hearing shall, as a 
party to the hearing, be responsible for 
ail investigative functions and for pres¬ 
entation of the position of the bureau 
at the hearing and in any pleading or 
oral argument before the Commissioner. 
Representatives of the bureau shall not 
participate or advise in any decision ex¬ 
cept as witness or counsel in public pro¬ 


ceedings. There shall be no other com¬ 
munication between representatives of 
the bureau and representatives of the 
office of the Commissioner with respect 
to the matter Involved in the hearing 
prior to the decision of the Commis¬ 
sioner. The Commissioner may. however, 
when he determines it necessary to en¬ 
sure the best use of agency resources in 
deciding a particular matter, designate 
representatives of a bureau to advise 
him, or representatives of his office to 
advise a bureau. The designation shall 
be in writing and shall be filed with the 
Hearing Clerk no later than the time 
specified in paragraph <b)<2) of this 
section for the application of separation 
of functions. All members of the Food 
and Drug Administration other than 
representatives of the involved bureau 
(except those specifically designated 
otherwise) shall be available to advise 
and participate with the office of the 
Commissioner in its functions relating 
to the hearing and the final decision. 

(11) The Chief Counsel for the Food 
and Drug Administration shall designate 
members of his office who shall advise 
and participate with the bureau in its 
functions in the hearing and members 
who shall advise the Commissioner in 
his functions related to the hearing and 
his final decision. The members of the 
office of General Counsel designated to 
advise and participate with the bureau 
shall not participate or advise in any 
decision of the Commissioner except as 
counsel in public proceedings. Such des¬ 
ignation shall be in the form of a 
memorandum filed with the Hearing 
Clerk and made a part of the adminis¬ 
trative record in the proceeding. There 
shall be no other communication 
between those members of the office of 
General Counsel designated to advise the 
Commissioner and any other persons In 
the office of General Counsel or in the 
involved bureau with respect to the mat¬ 
ter Involved in the hearing prior to the 
decision of the Commissioner. The Chief 
Counsel may in Ills discretion assign new 
attorneys to advise either the bureau or 
the Commissioner at any stage of the 
proceedings The Chief Counsel shall or¬ 
dinarily advise and participate with the 
office of the Commissioner in its func¬ 
tions relating to the hearing and the 
final decision. 

(UH The office of the Commissioner 
shall be responsible for the agency re¬ 
view of and final decision on the matter, 
with the advice and participation of any¬ 
one in the Food and Drug Administration 
other than representatives of the in¬ 
volved bureau and those members of the 
office of General Counsel who have been 
designated to assist in the bureau’s func¬ 
tions relating to the hearing. 

(c) In the case of any matter listed 
in 9 10^0(c) (11) end (16) through (18). 
the specific provisions relating to separa¬ 
tion of functions set forth in It 314.200 
(f). 430.20(b)(9). 5141100. and 601.7(a) 
of this chapter shall be applicable prior 
to publication in the Federal Register 
of a notice announcing a formal eviden¬ 
tiary public hearing or a public hearing 
before a Public Board of Inquiry. Upon 


publication of any such notice the rules 
in paragraph <b) (2) of this section shall 
apply. 

(d) Except as provided in paragraph 

(e) of this section, between the date that 
separation of functions applies pursuant 
to paragraph (b) or (c) of this section 
and the date of the Commissioner's deci¬ 
sion on the matter, communication with 
respect to the matter involved in the 
hearing shall be restricted as follows: 

(1) No person outside the agency shall 
have any ex parte communication with 
the presiding officer or any person repre¬ 
senting the office of the Commissioner 
with respect to the matter involved in 
the hearing. Neither the presiding offi¬ 
cer nor any person representing the office 
of the Commissioner shall have any ex 
parte communication with any person 
outside the agency with respect to the 
matter Involved in the hearing. All such 
communications shall be public com¬ 
munications, as witness or counsel, In ac¬ 
cordance with the applicable provisions 
of this port. 

(2) Any participant In the hearing 
may submit a written communication to 
the office of the Commissioner with re¬ 
spect to a proposal for settlement. Such 
written communications shall be in the 
form of pleadings and shall be served on 
all other participants and filed with the 
Hearing Clerk in the same manner as 
any other pleading. 

(3) Any written communication con¬ 
trary to this section shall immediately 
be served on all other participants and 
filed with the Hearing Clerk, and any 
oral communication contrary to this sec¬ 
tion shall immediately be recorded In a 
written memorandum served on all other 
participants, and filed with the Hearing 
Clerk to become a part of the admin¬ 
istrative record of the proceeding. Any 
person, including any representative of 
any participant in the hearing, who is 
involved in any such oral communica¬ 
tion shall, if possible, be made available 
for cross-examination during the hear¬ 
ing wtlh respect to the substance of that 
conversation. Rebuttal testimony perti¬ 
nent to any such written or oral com¬ 
munication shall be permitted. Any 
cross-examination and rebuttal testi¬ 
mony shall be transcribed and filed in 
the administrative record of the proceed¬ 
ing. 

(e> The prohibitions specified in para¬ 
graph (d) of this section shall apply to 
apy person having knowledge of a notice 
of hearing in advance of publication 
from the time such knowledge Is ac¬ 
quired. 

(f) The making of any communica¬ 
tion contrary to this section may, con¬ 
sistent with the interests of Justice and 
the policy of the underlying statute, re¬ 
sult in a decision adverse to the person 
knowingly making or causing the making 
of such a communication. 

§10.60 Referral by court. 

(a) The provisions of this section shall 
apply whenever any Federal. State, or 
local court holds in abeyance, or refers 

to the Commissioner, any matter for an 


KOtRAt tCCISUR, VOi. 42. NO. 55—IUI5DAY. MARCH 22, 1977 





RULES AND REGULATIONS 


15579 


Initial administrative determination 
pursuant to f 10.35(c) or S 10.45(b). 

(b> The Commissioner shall promptly 
agree or decline to accept such referral. 
Whenever feasible in light of agency 
priorities and resources, the Commis¬ 
sioner shall agree to accept any such 
referral and shall institute a proceeding 
to determine the matter so referred. 

(c) In reviewing such a matter, the 
Commissioner may. in his discretion, 
utilize any of the following procedures: 

(1) Conferences, meetings, discus¬ 
sions, and correspondence pursuant to 
110.65. 

<2> A formal evidentiary public hear¬ 
ing pursuant to Part 12 of this chapter. 

‘3> A hearing before a Public Board of 
Inquiry pursuant to Part 13 of this chap¬ 
ter. 

(4) A public hearing before a public 
advisory committee pursuant to Part 14 
of Uiis chapter. 

(5) A public hearing before the Com¬ 
missioner pursuant to Part 15 of this 
chapter. 

A regulatory hearing before the 
Food and Drug Administration pursuant 
to Port 16 of this chapter. 

(7> A notice published in the Fmsaal 
Register requesting data, information, 
and views before the Commissioner 
makes his decision on it. 

(8) Any other specific public proce¬ 
dure established by the provisions In 
other sections of tills chapter and explic¬ 
itly made applicable to the matter by 
those provisions. 

(d) If the Commissioner's review of 
the matter results in the proposal of a 
regulation, the provisions of i 10.40 or 
i 10.50 shall also apply. 

§ 10.63 Merlins* anti rnrrr*»f>ont!rnrr. 

(a) In addition to the public hearings 
and proceedings established by the pro¬ 
visions of this part and in other sections 
of tills chapter, meetings may be held 
and correspondence may be exchanged 
between representatives of the Food and 
Drug Administration and any interested 
person outside the Food and Drug Ad¬ 
ministration with respect to any matter 
within the jurisdiction of Lhc laws ad¬ 
ministered by the Commissioner. Action 
with respect to such meetings and cor¬ 
respondence docs not constitute final ad¬ 
ministrative action which is subject to 
judicial review pursuant to f 10.45. 

(b> The Commissioner may conclude, 
in his discretion, that it would be in the 
public interest to hold an open public 
meeting to discuss a matter (or class of 
matters) pending before the Food and 
Drug Administration, at which any in¬ 
terested person may participate. 

< 1 > The Commissioner shall give pub¬ 
lic notice through the public calendar 
described In f 10.100*a> of the time and 
Place of the meeting and of the matters 
to be discussed, and may also publish 
such notice in the Federal Register. 

(2) The meeting shall be conducted in¬ 
formally. be., any interested person may 
attend and participate fully in the dis¬ 
cussion without giving prior notice to the 
agency or requesting time to make a 
presentation. 


(3) No transcript or recording of any 
such meeting shall be required. A writ¬ 
ten memorandum summarizing the sub¬ 
stance of the meeting shall be prepared 
by a representative of the Food and Drug 
Administration. 

(c> Any' meeting with any person out¬ 
side the Department, including any per¬ 
son in the executive or legislative branch 
of the Federal government, relating to a 
pending court case, administrative hear¬ 
ing. or other regulatory action or deci¬ 
sion. which involves more than a brief 
description of the matter shall be sum¬ 
marized in a written memorandum which 
shall be filed In the administrative file on 
the matter. 

(d> Every person outside the Federal 
government has a right to request and 
obtain a private meeting with a repre¬ 
sentative of the Food and Drug Adminis¬ 
tration in agency offices to discuss any 
matter in which he is interested. 

(1 > The person requesting such a meet¬ 
ing may* be accompanied by a reasonable 
number of employees, consultants, or 
other persons with whom he has a com¬ 
mercial arrangement within the mean¬ 
ing of 5 20.81(a) of this chapter. Neither 
the Food and Drug Administration nor 
any other person may require the at¬ 
tendance of any person who is not an 
employee of the Executive Branch of the 
Federal Government without the agree¬ 
ment of the person requesting the meet¬ 
ing. Any person may attend by mutual 
consent of the person requesting the 
meeting and the Food and Drug Admin¬ 
istration. 

<2> The Food and Drug Administra¬ 
tion shall determine which representa¬ 
tives of the Food and Drug Administra¬ 
tion shall attend the meeting. The person 
requesting the meeting may request but 
not require or preclude the attendance 
of any specific Food and Drug Adminis¬ 
tration employee. 

(3) Whenever appropriate <c.g.. the 
meeting involved a matter covered by 
paragraph (c> of this section or any 
other important matter, a decision on an 
issue, or statements or advice or conclu¬ 
sions to which future reference may be 
required as part of an administrative 
record), a written memorandum sum¬ 
marizing the substance of the meeting 
shall be prepared by a representative of 
the Food and Drug Administration. 

c4) Any person who wishes to attend 
a specific private meeting, but who is not 
permitted to attend because the person 
requesting the meeting or tile Fbod and 
Drug Administration does not grant per¬ 
mission for such attendance, or because 
it is conducted by telephone, may request 
and obtain a separate meeting with the 
Food and Drug Administration to dis¬ 
cuss tlie same matter or any additional 
matter. 

(e) Food and Drug Administration 
employees have a responsibility to meet 
with ail segments of the public In order 
to promote the objectives of the laws ad¬ 
ministered by the Food and Drug Ad¬ 
ministration and the agency. In pursu¬ 
ing this responsibility the following gen¬ 
eral policy shall apply where agency em¬ 


ployees are invited by persons outside 
the Federal Oovemmcnt to attend or 
participate in meetings outside agency 
offices as representatives of the agency. 

<V A person outside the Executive 
Branch of the Federal Government may 
invito an agency representative to at¬ 
tend or participate in a meeting outside 
agency offices. The agency representa¬ 
tive is not obligated to attend or partici¬ 
pate in any such meeting, but may do 
so where he concludes thnt it is in the 
public interest and will promote the ob¬ 
jectives of the act and the agency. 

(2) An agency representatlve may re¬ 
quest that any such meeting be an open 
meeting when he concludes thnt this 
would be In the public Interest. The 
agency representative may agree to de¬ 
cline to participate in any such meeting 
which is held as a private meeting, de¬ 
pending upon which action he concludes 
will best serve the public interest. 

<3) An agency representative shall not 
knowingly participate in any' meeting 
which is closed on the basis of sex. race, 
or religion. 

(4) Any such meeting, whether open 
or closed, shall be subject to the require¬ 
ments of paragraph (d)(3) of tills sec¬ 
tion with respect to memoranda sum¬ 
marizing the substance of the meeting. 

<f) Representatives of the Food and 
Drug Administration may initiate a 
meeting or correspondence with any per¬ 
son outside the Federal Government 
with respect to any matter relating to 
the laws administered by the Comm Is 
sioner 

< 1 > Any meeting Initiated by the Food 
and Drug Administration W'hich involves 
a small number of Interested persons, 
e.g.. a meeting with a petitioner or with 
two manufacturers of a particular prod¬ 
uct which requires additional testing or 
with a trade association employee to dis¬ 
cuss an industry’ labeling problem, may 
be a private meeting. Any meeting ini¬ 
tiated by the Food and Drug Adminis¬ 
tration which involves a large number of 
interested persons, e.g., 10 manufactur¬ 
ers of an Ingredient to discuss appropri¬ 
ate testing or labeling, shall be held as 
an open conference or meeting pursuant 
to paragraph <b) of this section, 

<2> Whenever appropriate <e.g.. the 
meeting involved a matter covered by 
paragraph (c> of this section or any 
other Important matter, a decision on an 
issue, or statements or advice or conclu¬ 
sion* to which future reference may be 
required as part of the administrative 
record*, a WTitten memorandum sum¬ 
marizing the substance of any meeting 
shall be prepared by a representative of 
the Food and Drug Administration. 

(g> Any person who participates in 
any meeting described in paragraphs (b* 
through (f> of this section may prepare 
and submit to the Food and Drug Ad¬ 
ministration for inclusion in the admin¬ 
istrative file a written memorandum 
summarizing the substance of the 
meeting. 

(h) All memoranda of such meetings 
prepared by a representative of the Food 
and Drug Administration or by any 
other person and all correspondence 
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which relate to any matter pending be¬ 
fore the agency shall prompty be filed 
in the relevant administrative file of the 
proceeding. 

(i> Any meeting with a representative 
of Congress relating to a pending or po¬ 
tential investigation, inquiry, or hearing 
by a congressional committee or a mem¬ 
ber of Congress shall be summarized in 
a written memorandum which shall be 
forwarded to the Food and Drug Admin¬ 
istration. Office of Legislative Services. 
This provision shall not restrict the right 
of any agency employee to parti -lpate in 
any such meeting. 

(Jj Any meeting of an advisory com¬ 
mittee shall be subject to the require¬ 
ments of Part 14 of this chapter. 

<k> Pursuant to 42 U.8.C. 263 1(a) <8). 
a log or summary shall be made of all 
meetings held between representatives of 
the Food and Drug Administration and 
representatives of Industry and other in¬ 
terested parties with respect to imple¬ 
mentation of the Radiation Control for 
Health and Safety Act of 1968. 

g 10.70 Docw men tation of 

drci»Kin* in aflminintrativc* file. 

<a) The provisions of this section shall 
apply to every significant Food and Drug 
Administration decision on any matter 
under the laws administered by the Com¬ 
missioner. whether it is raised formally, 
eg., by a petition, or informally, eg., by 
correspondence. 

(b) The Food and Drug Administra¬ 
tion employees responsible for handling 
any matter shall be responsible for as¬ 
suring the completeness of the adminis¬ 
trative flic relating to it. Such file: 

U> Shall contain appropriate docu¬ 
mentation of the basis for the decision, 
including relevant evaluations, reviews, 
memoranda, letters, opinion of consult¬ 
ants, minutes of meetings, and all other 
written documents pertinent to the 
matter. 

(2) Shall contain the recommenda¬ 
tions and decisions of individual em¬ 
ployees. including supervisory person¬ 
nel, responsible for handling the matter, 

(1) Such recommendations and deci¬ 
sions shall reveal any significant con¬ 
troversies or differences of opinion and 
their resolution. 

(ill Any agency employee working on 
a matter and. consistent with the prompt 
completion of his other assignments, any 
agency employee who has worked on a 
matter shall have the opportunity to 
record his view’s on that matter in a 
written memorandum, which shall be in¬ 
cluded in the file. 

(c ) Each written document placed In 
such an admin is trativo file: 

(1) Shall relate to the factual, scien¬ 
tific. legal, or related Issues under con¬ 
sideration. 

(2) Shall be dated and signed by the 
author. 

(3) Shall be directed to the file, to ap¬ 
propriate supervisory personnel, and to 
other appropriate employees, and shall 
show all persons to whom copies were 
sent 

(4) 8hull avoid defamatory language, 
intemperate remarks, undocumented 


charges, or irrelevant matters (eg., per¬ 
sonnel complaints). 

(5) Shall, if it records the views, anal¬ 
yses. recommendations, or decisions of 
any agency employee in addition to the 
author, be given to such other employees. 

(6) Shall, once completed (i.e.. typed 
in final form, dated, and signed), not be 
altered, added to. or removed. Subse¬ 
quent additions to, or revisions of, any 
such document shall be a complished by 
the preparation of a new document 

(d) Memoranda or other documents 
prepared by agency employees not con¬ 
tained in the administrative file shall 
have no status or effect. 

(e) All Food and Drug Administra¬ 
tion employees working on a matter shall 
have access to the administrative file 
on that matter, as appropriate for the 
conduct of their work. All Food and Drug 
Administration employees who have 
worked on a matter shall have access to 
tho administrative file on that matter so 
long as their attention to their assign¬ 
ments is not impeded. Reasonable re¬ 
strictions may be placed upon such ac¬ 
cess to assure the proper cataloging and 
storage of documents, the availability 
of the file to others, and the complete¬ 
ness of the file for review. 

8 10.75 Internal agem-y review of deci¬ 
sion JU 

(a) Any decision of a Food and Drug 
Administration employee, other than the 
Commissioner, on any matter, e.g.. an 
informal opinion on the need for further 
animal toxicology tests to support a food 
additive regulation or new drug applica¬ 
tion. is subject to review by the employ¬ 
ee's supervisor under any of the follow¬ 
ing circumstances: 

<1> At the request of the employee. 
(2) On the initiative of the supervisor. 
<3> At the request of any interested 
person outside the agency. 

(4) As required by duly promulgated 
delegations of authority. 

(b> Such review shall be accomplished 
by consultation between the employee 
and the supervisor or by review of the 
administrative file on the matter, or both. 
Such review shall ordinarily follow the 
established agency channels of super¬ 
vision or review for that matter. 

(c) Any Interested person outside the 
agency may request internal agency re¬ 
view of any such decision through the 
established agency channels of super¬ 
vision or review for that matter. Per¬ 
sonal review of such matters by bureau 
directors or the office of the Commis¬ 
sioner shall take place for any of the 
following purposes: 

fl) To resolve an issue which cannot 
be resolved at lower levels within the 
agency: 

ti) Between two parts of a bureau or 
other component of the agency, or 
til) Between two bureaus or other 
components of the agency, or 

(ill) Between the agency and an in¬ 
terested person outside the agency. 

<2) To review policy matters requiring 
the attention of bureau or agency man¬ 
agement. 


(3) In unusual situations requiring an 
Immediate review In the public interest. 

<4) As required by duly promulgated 
delegations of authority. 

<d) Internal agency review of any 
such decision shall be based upon the 
data and information available in the 
administrative file. In the event that any 
interested person presents new data or 
information not contained in such file, 
the matter shall be returned to the ap¬ 
propriate lower level within the agency 
for a recvaluation based upon such new 
information. 

§ 10.80 I)»**cm»n*t»on «»f draft FED- 
HI U. itKCISTKIt notice* and regu¬ 
lation*. 

<a> Any representative of the Food 
and Drug Administration may discuss 
orally or in writing with any interested 
person ideas and recommendations for 
Feoehal Register notices or regulations. 
The Food and Drug Administration wel¬ 
comes assistance in developing ideas for, 
and in gathering the data and informa¬ 
tion to support, notices and regulations. 

<bHl) Once it is determined that a 
proposed notice or regulation will be pre¬ 
pared. the general concepts may be dis¬ 
cussed by a representative of the Food 
and Drug Administration with any inter¬ 
ested person. Details of a draft of a pro¬ 
posed notice or regulation may be dis¬ 
cussed with any person outside the Ex¬ 
ecutive Branch of the Federal Govern¬ 
ment only with the specific permission of 
the Commissioner. 

(2) A draft of a proposed notice or 
regulation or Us preamble, or any por¬ 
tion thereof, may be furnished to an in¬ 
terested person outside the Executive 
Branch of the Federal Government only 
if it is made available to all interested 
persons by a notice published in the Fed¬ 
eral Register. A draft of a proposed no¬ 
tice or regulation so mode available may, 
without the prior permission of the Com¬ 
missioner. be discussed with any inter¬ 
ested person to clarify and resolve ques¬ 
tions raised and concerns expressed 
about the proposal. 

<c) After publication of a proposed 
regulation in the Federal Register, and 
before preparation of a draft of the final 
regulation, a representative of the Food 
and Drug Administration may discuss 
the proposal with any interested person 
as provided in paragraph (b) <2) of thl* 
section. 

<d) (1) Details of a draft of a final no¬ 
tice or regulation may be discussed with 
any interested person outside the Execu¬ 
tive Branch of the Federal Government 
only with the specific permission of the 
Commissioner. 

(2) A draft of a final notice or regula¬ 
tion or its preamble, or any portion 
thereof, may be furnished to an inter¬ 
ested person outside the Executive 
Branch of the Federal Government only 
if it is made available to all interested 
persons by a notice published in the Fed¬ 
eral Register, except as otherwise pro¬ 
vided in paragraphs (g) and <J) of tills 
section. A-draft of a final notice or reg¬ 
ulation so made available to any inter¬ 
ested person may. without the prior per- 
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mission of the Commissioner, be dis¬ 
cussed with any interested person as pro¬ 
vided in paragraph (2) of this 
section. 

ft) The Anal notice or regulation and 
its preamble shall be prepared solely on 
tile basis of the administrative record. 

(tt> If aw additional technical infor¬ 
mation from a person outside the Exec¬ 
utive Branch of the Federal government 
is necessary to draft the final notice or 
regulation or its preamble, it shall be re¬ 
quested by the Food and Drug Adminis¬ 
tration in general terms and furnished 
directly to the Hearing Clerk to be In¬ 
cluded as part of the administrative 
record. 

Oil> If direct discussion by the Fcod 
and Drug Administration of a draft of a 
final notice or regulation or its preamble 
Is required with a person outside the Ex¬ 
ecutive Branch of the Federal Govern¬ 
ment, appropriate protective procedures 
will be undertaken to make certain that 
a full and impartial administrative rec¬ 
ord is established. Such procedures nmy 
include: 

(a) The scheduling of an open public 
meeting conducted pursuant to J 10.65 
<b) at which any interested person may 
participate in review of and comment on 
the draft document. 

<6> The preparation of a tentative 
final regulation or tentative revised final 
regulation pursuant to 3 10.40(1X0). on 
which all interested persons will be given 
an additional period of time for oral and 
written comment. 

(e) After a final regulation is pub¬ 
lished in the Federal Reclstir, a repre¬ 
sentative of the Food and Drug Admin¬ 
istration may discuss any aspect of it 
with any interested person. 

<f> In addition to the requirements 
of this section, the provisions of $ 10.55 
shall apply to the promulgation of any 
regulation subject to the provisions of 
I 10.50 and Part 12 of this chapter. 

<g» A draft of a final food additive, 
roior additive, or new animal drug regu¬ 
lation or a proposed or final antibiotic 
regulation may be furnished to the peti¬ 
tioner for comment on the technical 
accuracy of such regulation. Every meet¬ 
ing with a petitioner relating to such a 
draft shall be recorded in a written 
memorandum, and all such memoranda 
and correspondence shall be filed with 
the Hearing Clerk as part of the ad¬ 
ministrative record of Lhe regulation, 
pursuant to the provisions of } 10.65. 

ih> Pursuant to 42 U.8.C. 263f, the 
Commissioner Is required to consult with 
Interested persons in the development 
of, and with the Technical Electronic 
Product Radiation Safety Standards 
Committee < TEPRSSC> before prescrib¬ 
ing. any performance standard for an 
electronic product. Accordingly, tlio 
Commissioner shall publish in the Fed¬ 
eral Register an announcement when a 
proposed or final performance standard, 
including any amendment thereof, is 
being considered for an electronic prod¬ 
uct, and thereafter any draft of any 
Mich document shall be furnished to any 
interested person upon request and may 
be discussed in detail with any interested 
person at any time. 


W The provisions of 3 10.65 shall apply 
to meetings and correspondence relating 
to draft Federal Reglster notices and 
regulations. 

<J> The provisions of this section re¬ 
stricting discussion and disclosure of 
draft Federal Register notices and reg¬ 
ulations shall not apply to those situa¬ 
tions covered by 55 20 83 through 20.89 of 
this chapter. 

§ I U.K.’S \ilviv»n opinion-. 

<a> Any person may request an ad¬ 
visory opinion from the Commissioner 
with respect to any* matter of general 
applicability in which he is interested. 

M> Such request shall be granted 
whenever feasible. 

<2> Such request may be denied If any 
of the following apply* : 

<i> The request contains incomplete 
information on which to base an in¬ 
formed advisory opinion. 

<il> The Commissioner concludes that 
an advisory opinion cannot reasonably 
be given on the matter involved. 

till* The matter is adequately covered 
by n prior advisory opinion or a regu¬ 
lation. 

(iv> The request covers a particular 
product or ingredient or label and does 
not raise a policy issue of broad appli¬ 
cability. 

tv* The Commissioner otherwise con¬ 
cludes, In his discretion, that an advisory 
opinion would not be in the public 
interest. 

<b> A request for an advisory opinion 
shall be submitted in accordance with 
5 10.20. shall be subject to the provisions 
of 3 10 30 <c> through (1>, and shall be in 
the following form: 

(Date) 

Henring Clerk. Pood nnd Drug Administra¬ 
tion. Department of Health. Education, 
and Welfare. Rm 4-05. 5600 Ffeher* Lane. 
Rockville. MD 20857 

Reactin’ roa Advisory Ortxiow 

The undersigned submits thi* roqueti for 
an advtaury opinion of the Commissioner of 

Food nnd Drug* with reipect to____ 

(the general nature of the matter involved) 

A. luuea Involved. 

(A conclne statement of the laauaa and 
queaUona on which an opinion la requested i 
B Statement of Fact s and Lair 
(A full statement of all facta and legal 
points relevant to the request.) 

The undersigned certifies that, to the beet 
of hla knowledge and belter, this request In¬ 
cludes all data information, and view* rele¬ 
vant to the matter, whether favorable or un¬ 
favorable to the position of the undersigned, 
which is the subject of the request. 

Very truly your*. 

< Signature) 

(Person making 
request) 

(Mailing addreM) 


(Telephone number) 

<c * The Commissioner may. in his dis¬ 
cretion, handle any oral or written re¬ 
quest to the agency as a request for an 
advisory opinion, in which case the re¬ 
quest shall be filed with the Hearing 


Clerk and shall be subject to the provi¬ 
sions of this section. 

(d> Any statement of policy or Inter¬ 
pretation made in any of the following 
documents, unless subsequently repudi¬ 
ated by the agency or overruled by a 
court, shall constitute an advisory 
opinion: 

1 1 > Any portion of a Federal Register 
notice other than Lhe text of a proposed 
or final regulation, e4 1. a notice to man¬ 
ufacturers or a preamble to a proposed or 
final regulation. 

(2* Trade Correspondence <T.C. Nos. 
1-131 and 1A-8A Issued by the Food and 
Drug Administration between 1938 and 
1946 

(3) Compliance Policy Guides issued 
by the Food and Drug Administration 
beginning in 1968 and codified in the 
Compliance Policy Guides manual. 

< 4 > Other documents specifically’ iden¬ 
tified as advisory opinions, e.g.. advisory 
opinions on the performance standard 
for diagnostic x-ray systems, issued prior 
to July 1, 1975, and filed in a permanent 
public file for such prior advisory opin¬ 
ions maintained in the Public Records 
and Documents Center. 

(5* Guidelines issued by the Food nnd 
Drug Administration pursuant to l 10.90 
<b). 

ie» An advisory opinion represents the 
formal portion of the Food and Drug 
Administration on the matter involved, 
and except as provided in paragraph (f) 
of this section obligates the agency to fol¬ 
low it until it is amended or revoked. The 
Commissioner shall not recommend legal 
action against any person or product 
with respect to any action taken in con¬ 
formity with an advisory opinion which 
lias not been amended or revoked. 

In unusual situations Involving an 
immediate and significant danger to 
health, the Commissioner may take ap¬ 
propriate civil enforcement action con¬ 
trary to an advisory opinion Issued pur¬ 
suant to this section prior to amending 
or revoking such advisory opinion as pro¬ 
vided in paragraph (g> of this section. 
Such action shall be taken only with the 
approval of the Commissioner, which 
may not be delegated. Appropriate 
amendment or revocation of the advisory 
opinion involved shall be expedited. 

ig» An advisory opinion may be 
amended or revoked at any time after it 
lias been issued. Notice of such amend¬ 
ment or revocation shall be given in the 
5-amc manner in which notice was orig¬ 
inally given of the advisory opinion or 
in the Federal Register, and in any 
event shall be placed on public display 
as part of the file on the matter in the 
office of the Hearing Clerk. The Hearing 
Clerk shall maintain a separate chrono¬ 
logical index of all advisory opinions 
filed. The index shall specify the date of 
the request for the advisory opinion, the 
date of the opinion, and identification of 
the appropriate file. 

<h* Action undertaken or completed 
in conformity with an advisory opin¬ 
ion issued pursuant to this paragraph 
which has subsequently been amended or 
revoked shall remain acceptable to the 
Food and Drug Administration unless 
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the Commissioner determines that sub- 
stantlal public interest considerations 
preclude such continued acceptance. 
Whenever possible, an amended or re¬ 
voked advisory opinion shall state when 
it has been determined that action previ¬ 
ously undertaken or completed In con¬ 
formity with a prior advisory opinion 
does not remain acceptable, and any 
transition period that may be applicable. 

(I) Any interested person may submit 
written comments on an advisory opin¬ 
ion or modified advisory opinion. Three 
copies of any comments shall be sent to 
the Hearing Clerk for inclusion in the 
public file on the advisory opinion. Indi¬ 
viduals may submit only one copy. 8uch 
comments shall be considered In deter¬ 
mining whether further modification of 
an advisory opinion is warranted 

(J) An advisory opinion may be used 
in administrative or court proceedings to 
illustrate acceptable and unacceptable 
procedures or standards, but not as a 
legal requirement. 

(k) A statement made or advice pro¬ 
vided by an employee of the Food and 
Drug Administration shall constitute on 
advisory opinion only if it is issued in 
writing pursuant to this section. A state¬ 
ment or advice given by a Food and Drug 
Administration employee orally, or given 
in writing but not pursuant to this sec¬ 
tion or { 10.90, is an informal communi¬ 
cation that represents the best judgment 
of that employee at that time but does 
not constitute an advisory opinion, docs 
not necessarily represent the formal 
position of the Food and Drug Adminis¬ 
tration, and thus does not bind or other¬ 
wise obligate or commit the agency to 
the views expressed. 

§ 10.90 Food urnI Drag Administration 
rrgtilAtionn, guidelines, reconimen- 
ami agreement*. 

(a) Regulations. All Food and Drug 
Administration regulations having gen¬ 
eral applicability and legal effect shall 
be promulgated In the Federal Register 
pursuant to 1 10.40 or S 10.50 and codi¬ 
fied in the Code of Federal Regulations. 
Regulations may contain provisions 
which will be enforced as legal require¬ 
ments. or which arc intended only as 
guidelines and recommendations, or 
both. The dissemination of draft notices 
and regulations shall be subject to the 
provisions of 5 10.80. 

cb) OuideliTtes. All Food and Drug Ad¬ 
ministration guidelines having general 
applicability shall be included In the 
public file of guidelines established by 
the Hearing Clerk, pursuant to this para¬ 
graph, unless they have been published 
in the Federal Rrcurmt as regulations 
pursuant to paragraph <a> of this sec¬ 
tion. 

(1) Guidelines establish principles or 
practices of general applicability and do 
not Include decisions or advice limited 
to particular situations. Guidelines re¬ 
late to such matters as performance 
characteristics, preclinical and clinical 
test procedures, manufacturing prac¬ 
tices. product standards, scientific pro¬ 
tocols. compliance criteria. Ingredient 
specifications, labeling, or other tech¬ 


nical or policy criteria. Guidelines state 
procedures or standards of general ap¬ 
plicability that are not legal require¬ 
ment# but that are acceptable to the 
Food and Drug Administration lor a sub¬ 
ject matter which falls within the laws 
administered by the Commissioner, e.g.. 
a protocol for a particular type of animal 
toxicity test or human clinical trial. 

(|)A person may rely upon a guideline 
with assurance that it is acceptable to 
the Food and Drug Administration, or 
may follow different procedures or 
standards. Where a person chooses to 
use different procedures or standards, he 
may. but is in no instance required to. 
discuss the matter tn advance with the 
Food and Drug Administration to pre¬ 
vent the expenditure of money and ef¬ 
fort on activity that mav later be deter¬ 
mined to be unacceptable. 

til) Use of testing guidelines estab¬ 
lished by the Food and Drug Adminis¬ 
tration assures acceptance of a test as 
scientifically valid, if properly con¬ 
ducted, but does not assure approval of 
any ingredient or product so tested The 
results of any such test or other available 
information may require disapproval or 
that additional testing be undertaken. 

(2) A guideline represents the formal 
position of the Food and Drug Adminis¬ 
tration on the matter Involved, and ex¬ 
cept as provided in paragraph (b) (3) of 
this section, obligates the agency to fol¬ 
low it until it is amended or revoked. 
The Commissioner shall not recommend 
legal acUon against any person or prod¬ 
uct with respect to any action token in 
conformity with a guideline issued pur¬ 
suant to this section that hns not been 
amended or revoked. 

(3) In unusual situations Involving an 
immediate and significant danger to 
health, the Commissioner may take ap¬ 
propriate civil enforcement action con¬ 
trary to a guideline issued pursuant to 
paragraph (to) of this section prior to 
amending or revoking such guideline os 
provided in paragraph (b)(5) of this 
section. Such action shall be taken only 
with the approval of the Commissioner, 
which may not be delegated. Appropri¬ 
ate amendment or revocation of the 
guideline Involved shall be expedited. 

<4) A guideline shall be Included in 
the public file upon approval of the 
guideline by the relevant bureau direc¬ 
tor and publication by the Commissioner 
in the Federal Register of a notice of 
Us availability. The notice *hall state (i) 
the title of the guideline. <ii> the subject 
matter it covers, and (itt) the office or 
individual responsible for maintaining 
the guideline. 

(5) A guideline may be amended or re¬ 
voked upon approval of the amended 
guideline or revocation of the guideline 
by the relevant bureau director and 
publication toy the Commissioner in the 
Federal Register of a notice of such 
amendment or revocation. The notice 
shall state CD the title of the guideline. 
01) the subject matter it covers, and 
(iii) the office or individual responsible 
for maintaining the guideline. All origi¬ 
nal guidelines and subsequent amend¬ 
ments shall toe retained In the public file 
on a permanent baste so that a complete 


record of the development of each guide¬ 
line remains available. 

(6) Action undertaken or completed 
in conformity with a guideline issued 
pursuant to paragraph (b) of this sec¬ 
tion which has subsequently been 
amended or revoked shall remain ac¬ 
ceptable to the Food and Drug Admin¬ 
istration unless the Commissioner de¬ 
termines that substantial public inter¬ 
est considerations preclude such con¬ 
tinued acceptance. Such determination 
may be made at the time of or subse¬ 
quent to amendment or revocation of the 
guideline. Whenever possible, the notice 
of an amended or revoked guideline pub¬ 
lished pursuant to paragraph (b)(3) of 
this section shall state when it has been 
determined that action previously under¬ 
taken or completed in conformity with u 
prior guideline docs not remain accept¬ 
able. and any transition period tliat may 
be applicable. 

(7) The notice of a guideline or 
amended or revoked guideline published 
pursuant to paragraph <b) (2) or (3) 
of this section shall state that any In¬ 
terested person may submit written com¬ 
ments on the guideline or amended 
guideline. Two conics of any comments 
shall be sent to the Public Records and 
Documents Center for Inclusion in the 
public file on the guideline and two cop¬ 
ies shall be sent to the office or individual 
designated in the notice as responsible 
for maintaining the guideline. Such com¬ 
ments shall be considered In dctermlnlm' 
whether further amendments to or re- 
tmtltution of a guideline are warranted. 

(8) A guideline may be used in admin¬ 
istrative or court proceedings to Illustrate 
acceptable and unacceptable procedures 
or standards, but not as establishing a 
legal requirement. 

(9) A statement relating to acceptable 
procedure* or standards given by a Food 
and Drug Administration employee 
ora’lv. or in writing but not pursuant to 
$ 10 85 or this section. Is an informal 
communication that represents the best 
Judgment of that employee at that time 
but does not constitute a guideline, does 
not necessarily represent the formal 
position of the Food end Drug Admin¬ 
istration, and thus does not bind or 
otherwise obM»mte the agency to the 
views expressed. 

( 10 ) Became of the large number of 
analytical methods involved tn Food and 
Drug Admini*t»’nti<'n activities, their 
len»dh and conmiexltv. and the volume 
and fremimev of amendment, the provi¬ 
sions of narnmrnnb (b>(4) of this sec¬ 
tion shall not s n nlv to such material 
excent to the extent that the Commis¬ 
sioner conclude in his discretion, that 
particular anlvtlc*! methods should be 
Included In the pubilo ni#» for a Particu¬ 
lar purnnsA. Food end Drug A dm in 1st ra¬ 
tion ftn«ivtiAf*i method* are avcliable for 
pub'ic dt^cWnrw n*ir«nu»nt to the provi¬ 
sions of Part oq of this chfmW. 

(11) ThA <p**~mtTM,Hon of dr*ft guide¬ 
line* shell he suMAcf, to the s°me provi¬ 
sions as the dtermination of draft no¬ 
tices and re"ti T *Hon* pursuant to 5 10.80 

(c) Recommendations. In addition to 
the guidelines subject to paragraph (b) 
of this section, the Food and Drug Ad- 
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ministration often formulates and dis¬ 
seminates recommendations about mat¬ 
ters which are authorized by. but do not 
involve direct regulatory action under, 
the law’s administered by the Commis¬ 
sioner, e.g., model state and local ordi¬ 
nances. or personnel practices for reduc¬ 
ing radiation exposure, issued pursuant 
to 42 U.S.C. 243 and 263d<b). Such rec¬ 
ommendations may. in the discretion of 
the Commissioner, be handled pursuant 
to the procedures established in para¬ 
graph (b) of this section, except that 
uch recommendations shall be included 
in a separate public flic of recommenda¬ 
tions established by the Public Records 
and Documents Center and shall be sep¬ 
arated from the guidelines in the notice 
of uvailabiltty published in the Federal 
Register, or be published In the Federal 
Register as regulations pursuant to 
paragraph <a> of this section. 

<d> Agreements. All formal agree- 
ments. memoranda of understanding, or 
other similar written documents exe¬ 
cuted by the Pood and Drug Administra¬ 
tion and another person shall be included 
in the public file on agreements estab¬ 
lished by the Public Records and Docu¬ 
ments Center pursuant to f 20.108 of this 
chapter. Any such document not included 
in the public file shall be deemed tq be 
rescinded and shall have no force or 
effect whatever. 

§ 10.05 l’artiei|M'li<»i» in cnitMilr *tufi<l- 
nr<l-4clliitft nriivitie*. 

<b* General. This section applies to 
participation by Food and Drug Admin¬ 
istration employees in any standard- 
setting activities outside the Food and 
Drug Administration. Standard-setting 
.ctivities include such matters as the 
development of performance character¬ 
istics. testing methodology, manufactur¬ 
ing practices, product standards, scien¬ 
tific protocols, compliance criteria, in¬ 
gredient specifications, labeling, or other 
technical or policy criteria The Food 
and Drug Administration encourages 
employee participation in outside stand¬ 
ard-setting activities that are in the pub¬ 
lic interest. 

• b» Standard-setting activities by 
other Federal government agencies. ll> 
Any Food and Drug Administration em¬ 
ployee may participate in such activities 
alter the approval by the appropriate 
bureau director or the Commissioner of 
Form PHS-3763 "Request for approval 
of appointment as liaison representa¬ 
tive. ” 

<2> The Form PHS-3763 and all per¬ 
tinent background information describ¬ 
ing such activities shall be included In 
the public file on standard-setting activ¬ 
ities established in the Public Records 
:<nd Documents Center. 

' 3 1 If any members of the public are 
invited by the Food and Drug Adminis¬ 
tration to present views to, or to accom¬ 
pany. the Food and Drug Administra¬ 
tion employee at any meeting, such invi¬ 
tations shall be extended to & representa¬ 
tive sampling of the public. Including 
consumer groups, industry associations, 
professional societies, and academic 
institutions. 


<4> A Food and Drug Administration 
employee appointed as the liaison repre¬ 
sentative to such an activity shall refer 
all requests for information about or par¬ 
ticipation in the activity Involved to the 
group or organization responsible for 
such activity. 

(c> Standard-setting activities by 
State and local government agencies and 
by United Nations organizations and 
other international organizations and 
foreign governments pursuant to treaty . 
tl> Any Food and Drug Administration 
employee may participate in such activi¬ 
ties after the approval by the appropri¬ 
ate bureau director or the Commissioner 
of Form PHS-3763. 

<2» The Form PHS-3763 and all perti¬ 
nent background information describing 
such activities shall be Included in the 
public file on standard-setting activities 
established in the Public Records and 
Documents Center. 

<3) The availability for public disclo¬ 
sure of records relating to such activities 
shall be governed by the regulations in 
Part 20 of this chapter. 

<4) If any members of the public are 
invited by the Food and Drug Adminis¬ 
tration to present views to. or to accom¬ 
pany. the Food and Drug Administration 
employee at any meeting, such Invita¬ 
tions shall be extended to a representa¬ 
tive sampling of the public. Including 
consumer groups. Industry associations, 
professional societies, and academic 
institutions. 

(5) A Food and Drug Administration 
employee appointed as the liaison repre¬ 
sentative to such an activity shall refer 
nil requests for information about or par¬ 
ticipation in the activity Involved to the 
group or organization responsible for 
such activity, 

td * Standard-setting activities by pri¬ 
vate groups and organizations . Any 

Food and Drug Administration employee 
may engage in such activities after the 
approval by the appropriate bureau di¬ 
rector or the Commissioner of Form 
PHS-3763 A request for such official par¬ 
ticipation shall be made by the group or 
organization in writing, shall describe 
the scope of the activity Involved, and 
shall demonstrate that the minimum 
standards set out in paragraph cd) <5> of 
tills section are met by the activity in¬ 
volved. Except as provided in paragraph 
<dM7> of this section, any such request 
that is granted shall be the subject of a 
letter from the Commissioner or the bu¬ 
reau director to the organization stating: 

<i> Whether participation by the indi¬ 
vidual will be as a voting or nonvoting 
liaison representative. 

di) That participation by the Indi¬ 
vidual shall not connote Food and Drug 
Administration agreement with, or en¬ 
dorsement of, any decisions reached. 

<lii) That participation by the individ¬ 
ual disqualifies him from serving as the 
deciding official on the standard involved 
If it should later come before the Food 
and Drug Administration. The “deciding 
official’* is the person who signs a docu¬ 
ment ruling upon such standard. 

<2> The letter requesting official Food 
and Drug Administration participation. 


the Form PHS-3763. and the Commis¬ 
sioner’s or bureau director’s letter, to¬ 
gether with all pertinent background 
information describing the activities 
involved, shall be included in the public 
file on standard-setting activities estab¬ 
lished in the Public Records and Docu¬ 
ments Center, 

*3) The availability for public disclo¬ 
sure of records relating to such activities 
shall be governed by the regulations in 
Part 20 of this chapter. 

<4> A Food and Drug Administration 
employee appointed as the liaison repre¬ 
sentative to such an activity shall refer 
all requests for information about or 
participation in the activity Involved to 
the group or organization responsible for 
such activity. 

(6 > The following minimum standards 
shall apply to all outside private stand¬ 
ard-setting activities in which Food and 
Drug Administration employees partici¬ 
pate. 

(l> The activities shall be based upon 
consideration of sound scientific and 
technological information, shall permit 
revision on the basis of new Information, 
and shall be designed to protect the pub¬ 
lic against unsafe, ineffective, or decep¬ 
tive products or practices. 

(li> The activities and resulting stand¬ 
ards shall not be designed for the eco¬ 
nomic benefit of any company, group, or 
organization, shall not be used as devices 
for such antitrust violations as fixing 
prices or hindering competition, and 
shall not involve establishment of cer¬ 
tification or specific approval of indi¬ 
vidual products or services. 

• ill) The group or organization re¬ 
sponsible for the standard-setting ac¬ 
tivities shall have a procedure through 
which any interested person shall have 
an opportunity to provide information 
and view’s on the activities and standards 
involved, without the payment of fees, 
and such information and views shall 
be considered. The manner in which tills 
Is accomplished, including whether such 
presentation shall be In person or in 
writing, shall be decided by the group or 
organization responsible for the activi¬ 
ties. 

Membership of a Food and Drug 
Administration employee in an organi¬ 
zation that also conducts standard-set¬ 
ting activities does not invoke the pro¬ 
visions of this paragraph unless the 
employee participates in such standard- 
setting activities. Participation in any 
standard-setting activity shall be subject 
to the provisions of this paragraph. 

<7» The Commissioner inay determine 
in writing that, because direct involve¬ 
ment by the Food and Drug Administra¬ 
tion in a particular standard-setting 
activity is in the public interest and will 
promote the objectives of the .act and 
the agency, such participation shall be 
exempt from the requirements set forth 
in paragraph <d)<li <ii> and or till) of 
this section. Any such determination 
shall be included in this public file on 
standard-setting activities established 
by the Public Records and Documents 
Center and in any relevant administra¬ 
tive file. Such activities may include the 
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establishment and validation of analyti¬ 
cal methods for regulatory use, drafting 
uniform laws and regulations, and the 
development of recommendations con¬ 
cerning public health and preventive 
medicine practices by national and in¬ 
ternational organizations. 

<8) Became of the close dally coopera¬ 
tion between the Food and Drug Admin¬ 
istration and the associations of State 
and local government officials listed be¬ 
low. and the large number of agency 
employees who are members of or work 
with these associations, such participa¬ 
tion in the activities of these associations 
shall be exempt from the provisions of 
paragraph <d> <1> through <7> of this 
section, except that a list of all commit¬ 
tees and other groups of these associa¬ 
tions shall be included in the public file 
on standard-setting activities established 
in the Public Records and Documents 
Center: 

<t) Association of Food and Drug 
Officials. 

til 1 International Association of Milk. 
Food and Environmental Sanitarians. 
Inc. 

till) Conference of Radiation Control 
Program Directors. 

(Iv) Association or American Feed 
Control Officials, Inc. 

CV) National Environmental Health 
Association 

(vi) National Conference on Weights 
and Measures. 

(vii) American Public Health Asso¬ 
ciation. 

(viil) Conference of State Sanitary 
Engineers. 

<ix> National Conference on Inter¬ 
state Milk Shipments. 

(x) National Shellfish Sanitation 

Program. 

<xl) Interstate Seafood Seminar. 

<xil) Association of Official Analytical 
Chemists. 

§10.100 Publir calendar*. 

«a > Prospective public calendar ol pub¬ 
lic proceedings. (!) A public calendar 
shall be prepared and made publicly 
available each week showing, to the ex¬ 
tent feasible, for the following 4 weeks 
all public meetings, public conferences, 
public hearings, public advisory commit¬ 
tee meetings, public seminars, and other 
public proceedings of the Food and Drug 
Administration, and other significant 
public events involving the Food and 
Drug Administration, e.g.. congressional 
hearings and trial or argument of court 
cases. 

(2) A copy of this public calendar shall 
be placed on public display in the follow¬ 
ing places: , 

(Ii Office of the Hearing Clerk. 

<U> office of the Assistant Commis¬ 
sioner for Public Affairs. 

(till A central place in each bureau. 
<iv) A central place in each field office. 
<v> A central place at the National 
Center for Toxicological Research 

(b) Retrospective public calendar of 
meetings. (1) A public calendar shall be 
prepared and made publicly available 
each week showing for the previous week 
all meetings with persons outside the 


Executive Branch of the Federal Gov¬ 
ernment and other significant events in¬ 
volving the representatives of the Food 
and Drug Administration designated 
under paragraph <b><3) of tills section, 
except that telephone conversations shall 
be included on an optional basis and 
meetings with the working press, except 
for “house organs'* <i.e., publications of 
firms that manufacture or distribute reg¬ 
ulated products, or industry associa¬ 
tions) . and u Uh on-site contractors shall 
not be included. Meetings with members 
of the Judiciary, representatives of Con¬ 
gress. or staffs of congressional commit¬ 
tees shall be included when the meeting 
relates to a pending court case, admin¬ 
istrative hearing, or other regulatory ac¬ 
tion or decision and involves more than a 
brief description of the matter. 

<2> Such calendar shall include all 
raeetiiUiS. conferences, sem' irs, social 
events sponsored by the regulated in¬ 
dustry. and speeches. The calendar shall 
specify the date, the person Involved, a d 
the subject matter involved. Where more 
than one Food and Drug Administration 
representative is in attendance, only the 
presiding or head representative shall re¬ 
port the meeting on the public calendar. 
If a large number of persons are in¬ 
volved. the name of each need not be 
specified. Meetings Ute existence of which 
would prejudice law enforcement activi¬ 
ties (e.g.. a meeting with an informant) 
or invade privacy <e.g.. a meeting with a 
candidate for possible employment in the 
Food and Drug Administration > shall not 
be reported. 

«3> The following Food ar.d Drug Ad¬ 
ministration representatives and their 
deputies shall be subject to the require¬ 
ments of paragraphs <b) (1) and (2> of 
this section: 

< 1 > Commissioner of Food and Drugs. 
«ii) Deputy Commissioner. 

• ill* Associate Commissioner*, 
dv) Assistant Commissioners. 

(v> Executive Director for Regional 
Operations. 

<Yi» Director. Office of Legislative 
Services. 

(vii) Director. National Center for 
Toxicological Research. 

(viil) Bureau Directors. 

<lx> Chief Counsel for the Food and 
Drug Administration, or any representa¬ 
tive of his office attending in his behalf. 

» 4 > A copy of this public calendar shall 
be placed on public display in the fol¬ 
lowing places: 

<i) Office of the Hearing Clerk. 

(ii» Office of the Assistant Commis¬ 
sioner for Public Affairs. 

<iit) A central place in each bureau. 

(iv) A central place in each field office. 

(v) A central place at the National 
Center for Toxicological Research. 

§ 10.103 Rrprrwntation by on organisa¬ 
tion. 

<a) An organization may represent its 
members by filing petitions, comments, 
and objections, and otherwise participat¬ 
ing in any administrative proceeding 
subject to this part. 

<b) Any such petitions, comments, ob¬ 
jections. or other representations by an 


organization shall not abridge the right 
of any member to take any action of a 
similar type In Its own name. 

<c> It is requested that each organiza¬ 
tion participating in Food and Drug Ad¬ 
ministration administrative proceedings 
file annually a current list of all of the 
members of such organization with the 
Hearing Clerk for permanent filing. 

(d) The filing by an organization of 
an objection or request for hearing pur¬ 
suant to U 12.5 through 12.22 shall not 
provide to any member any legal right 
with respect to such objection or re¬ 
quest for hearing that the member may 
exercise in its own name. Any member 
of an organization wishing to so file an 
objection or request for a hearing to ob¬ 
tain legal rights thereunder shall do so 
In its own name. 

(d In any court proceeding in which 
an organization participates, the Com¬ 
missioner will take appropriate legal 
measures to have the case brought or 
considered as a class action or otherwise 
as binding upon all members of the orga¬ 
nization except those specifically ex¬ 
cluded by name for the reason that the 
organization does not represent their 
views. Regardless whether the case is 
brought or considered as a class action 
or a* otherwise binding upon ail mem¬ 
bers of the organization except those 
specifically excluded by name, the Com¬ 
missioner will take the position in any 
subsequent suit involving the same issuer 
and any member of the organization that 
such issues are precluded from further 
litigation by such member pursuant to 
the doctrines of collateral estoppel or res 
judicata. 

§ 10.110 Srltlrmfnl prupo^ik 

At any time In the course of anv 
proceeding subject to this part, any per¬ 
son may propose settlement of any of the 
issues involved. AH participants in any 
proceeding shall have an opportunity 
to consider any proposed settlement 
Unaccepted proposals of settlement and 
related matters. e.g., proposed stipula¬ 
tions not agreed to. shall not be admis¬ 
sible in evidence in any administrative 
proceeding of the Food and Drug Ad¬ 
ministration. The Food and Drug Ad¬ 
ministration will oppose the admission 
In evidence of any such information in 
any court proceeding or in any other 
administrative proceeding 


PART 12—FORMAL EVIDENTIARY 
PUBLIC HEARING 

Subpart A—General Provision* 

12.1 Scope. 

Subpart 8—Initiation of Proceedings 

12.20 Initiation of ii formal evidentiary 

public beating Involving the Issu¬ 
ance, amendment, or revocation of 
a regulation. 

12.21 Initiation of a formal evidentiary 

public hearing involving the issu¬ 
ance. amendment, or revocation of 
an order. 

1222 Filing objections and requests for a 
hearing on a regulation or order 
1224 Ruling on objections and requests for 
hearing. 
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8*C. 

13 20 Modification or revocation of regula- 
tlon or order. 

1238 Denial of formal evidentiary public 
hearing In whole or It; part. 

13 30 Judicial review after waiver of bear* 
Ing on a regulation. 

1283 Request for alternative form of public 
hearing. 

12 35 Notice of hearing; stay of action 
13.37 Effective date of a regulation 
13-38 Effective date of an order. 

Subpart C— Appearance end Participation 

32.40 Appearance. 

12 45 Written notice of participation. 

12.50 Advice on public participation In 
formal evidenttary hearings. 

Subpart D—Presiding Officer 

12 00 Presiding oftlcer. 

12.03 Commencement of function*. 

12 70 Authority of prodding officer. 

33.7ft Disqualification of presiding officer 
12 78 Unavailability of presiding officer. 

Subperl E—Hearing Procedure* 

1 2 80 Filing and service or submission* 
12.83 Petition to participate in forma 
pauperis. 

1133 Advisory opinion*. 

12.8ft Disclosure of data and information 
by the participants 

12 87 Purpose: oral and written testimony: 
burden of proof. 

12 80 Participation of nonpartlcs. 

12.00 Conduct at oral hearing* or confer* 
vnen 

124H Time and place of pralicqiing confer¬ 
ence. 

12.93 Prehearing conference procedure 
12.93 Summary decision*. 

12 94 Receipt of evidence. 

12 0ft Official notice. 

12.08 Briefs and argument. 

1207 Interlocutory appeal from ruling of 
presiding officer. 

12.08 Official transcript 
12 09 Motions 

Subpart F—Admmittullvc Record 

12.100 Administrative record of a formal 
evidentiary public hearing 
12105 Examination of administrative, rec¬ 
ord. 

12 110 Correction of administrative record. 
12 lift Record for adminlatnitive decision 

Subpart G—Initial and Final Decisions 

12 120 Initial decision 

12.126 Appeal from or review of initial de¬ 
cision. 

12 130 Decision by Commissioner on appeal 
or review of initial decision 
13.138 Reconsideration and stay of action. 

Subpart H—Judicial Ravlaw 

12 140 Review by the courta. 

.2 159 Copies or petition* for Judlclol re¬ 
view. 

Airrifoitmr: Sec. 201 et *eq M Pub. L. 717. 

2 8tat. 1040 cm amended (21 U.8.C. 321 et 
•<l i: oec. 1 et seq.. Pub. L 410. 58 Stat. 682 
** amended (42 U.8.C. 201 et seq,); pec. 4. 
Pgb L. 91-613. B4 Stat. 1241 (42 U.8.C. 2ft7a); 
**C. 301 et seq. Pub. L- 91-613. 84 Stat. 1263 
21 UAC. 821 et seq.); sec 409(b). Pub. L. 
342, 81 Stat 800 <21 U.S.C. 679(b)): sec. 24 
b), Pub. L. 8ft 172. 82 Stat 807 (21 U.S.C 
4tJ7f (b) ); sec. 2 et seq., Pub. L. 91-697. 84 
«iat 1620 (21.US.C. 1031 et seq,); aeca 1 
’ rough 0. Pub. U 625. 44 8tat 1101-1103 
amended (21 U8.C. 141-149); sec*. 1 
t hrough 10. Chapter 358. 29 SUt. 604 609 as 
amended (21 Uft.C. 41-50); sec. 2 et *eq.. 
Pub L. 783. 44 SUt. 1400 M amended (18 
US.C. 401 et seq.); aec. 1 et seq.. Pub. L. 89- 
75ft. 80 Stat 1200 0 a amended (15 Uft.C. 1451 
*t seq.). 


Subpart A —General Provisions 
§ 12.1 Scope. 

Tliis part governs the procedures ap¬ 
plicable whenever any of the following 
applies: 

•a* A person has a right to an oppor¬ 
tunity for a hearing under the provisions 
of the laws administered by the Commis¬ 
sioner specified in $ 10.50 of this chapter. 

<b> The Commissioner concludes, in 
his discretion, that it would be in the 
public interest to hold a formal eviden¬ 
tiary public hearing on any matter, or 
class of matters, of importance pending 
before the Food and Drug Administra¬ 
tion. 

Subpart B—Initiation of Proceedings 

K 12.20 11111 i 4*1011 «»f a formal eviden¬ 

tiary public bearing intnlwn* the 
Uumnrr, nmrndmrttl, or revocation 
of a rrjcula ion. 

*»► An administrative proceeding In 
which there is an opportunity for a 
formal evidentiary public hearing pursu¬ 
ant to section 409(f), 502<n>, 507(f). 512 
<nnft>. 70Ke). or 706<d> of the act or 
section 4 or ft of the Fair Packaging and 
I-abelln^ Act involving the issuance, 
amendment, or revocation of a regula¬ 
tion shall be initiated: 

»1 > By the Commissioner on his own 
initiative, e.g., as provided in \ 170.15 of 
this chapter for food additives, or 

<2) By u petition from an Interested 
person: 

U> tn the form specified In other ap¬ 
plicable sections in this chapter, e.g.. the 
form for a color additive petition in 
f 71.1 of this chapter or the form for an 
antibiotic petition In 1 431.50 of this 
chapter, or 

<U> If no form is specified in other ap¬ 
plicable sections of this chapter, lit Uie 
form specified in l 10.30 of this chapter. 

• bi Upon receiving a petition sub¬ 
mitted pursuant to paragraph (a>(2> of 
this section, the Commissioner shall: 

<1* If it involves any matter subject 
to section 701 (e> of the act or section 4 
or 5 of the Fair Packaging and Label¬ 
ing Act. and meets the requirements for 
fUing, follow the provisions of f 10.40 (b» 
through 4 f • of this chapter. 

<2» If it relates to a color additive or 
food additive, and the petition meets 
the requirements for filing in $171.1, 71.2, 
171.1. 171.6. 171.7, and 171.100 of this 
chapter, publish a notice of filing of the 
petition In the Federal Register within 
30 days after the petition is filed in 
lieu of a notice of proposed rule making. 

jfc) The Commissioner may issue, 
amend, or revoke an antibiotic regula¬ 
tion without the requirements of notice 
and public procedure in 1 10.40ib» or de¬ 
layed effective date in $10.40<cH4> of 
this chapter on his own initiative or as a 
result of a petition containing the re¬ 
quired evidence of safety and effective¬ 
ness in the circumstances set forth in 
§ 10.40<e>fl> of this chapter. 

'd> The notice published in the Fed¬ 
eral Register promulgating the regula¬ 
tion shall state the time, place, and 
method for adversely affected persons to 
submit objections and requests for hear¬ 
ing. and that objections and requests for 


hirin'* shall be submitted in accordance 
with the requirements of this part. 

<c» On or before the 30th day after 
the date of the publication in the Fed¬ 
eral Register of a final regulation, or of 
a notice withdrawing a proposal initiated 
by a petition pursuant to $ 10 25(a) of 
this chapter, subject to this section, any 
person who would be adversely affected if 
such regulation were placed in effect may 
submit written objections thereto to the 
Commissioner and may make a written 
request for n formal evidentiary public 
hearing on the stated objections. This 
30-day period shall not be extended by 
the Commissioner, except that additional 
Information supporting any such objec¬ 
tion may be received after 30 days upon 
a showing of Inadvertent omission and 
hardship, and if review of the objection 
and request for hearing will not thereby 
be Impeded. In the case of any petition 
or proposal to issue, amend, or repeal o 
color additive regulation after publica¬ 
tion of the final regulation, if referral 
of such pe tition or proposal is made to 
nn advisory' committee in accordance 
with section 706(b)(5 mC> of the act. 
written objections and requests for a 
hearing may be submitted on or before 
the 30th day after the date on which 
the Commissioner publishes his order 
confirming or modifying his previous 
order. 

§ 12.21 IniliMlioit of a forvitul cviilru* 
liary jmiMm linirinc involving il»r 

Unuanre, amend torn I, or rr\nratii>ri 
of nn order. 

(a» An administrative proceeding in 
which there is an opportunity .for a 
formal evidentiary public hearing pur¬ 
suant to sections 505 (d> or ie>.512 (d>. 
(d, <mH3>. or (m> <4> of the act. or 
section 351 (a) of the Public Health Serv¬ 
ice Act. involving the issuance, amend¬ 
ment. or revocation of an order shall be 
initiated: 

(1» By the Commissioner on his own 
Initiative, or 

<2> By a petition submitted in the 
form specified in other applicable sec¬ 
tions in this chapter, e g.. 5 314.1(0 for 
new drug applications, 5 514.1 for new 
animal drug applications. i 514.2 for ap¬ 
plications for animal feeds, or 5 601.3 for 
licenses for biologic products, or 

(3) By a petition from an interested 
person in the form specified in $ 10.30 of 
this chapter. 

<b> A notice of opportunity for hear¬ 
ing on any proposal to deny or revoke 
approval of nn order or any part thereof 
shall be published in the Ffderal Reg¬ 
ister together with an explanation of 
the grounds for the proposed action The 
notice of opportunity for hearing shall 
state the time, place, and method for 
adversely affected persons to submit re¬ 
quests for hearing, and that requests for 
hearing shall be submitted in accordance 
with the requirements of this part The 
applicant for or holder of the approval 
or license that is the subject of the order 
in question and all other persons subject 
to the notice shall have 30 days after 
issuance of the notice within which to 
request a hearing on the proposed action 
pursuant to the provisions of §5 314.200. 
514.200. and 601.7»a> of this chapter 


FEDERAL REGISTER, vot. 42, NO. 55—TUESOAY, MARCH 7? 





15586 


RULES AND REGULATIONS 


This 30-day period shall not be extended 
by the Commissioner. 

<c) In considering the issuance, 
amendment, or revocation of an order, 
the Commissioner may use any applica¬ 
ble optional procedure specified in ft 10.30 
<g) of this chapter. 

§ 12.22 Filing objection* and rr<|U(*M« 
for a lirnrine on a regulation or 
order. 

<&> Objections to agency action and 
requests for a hearing submitted pur¬ 
suant to ft 12.5(d) shall be submitted to 
the Hearing Clerk and shall be accepted 
for filing if they comply with all of the 
following conditions: 

<1) Objections and requests for a 
hearing shall be submitted on or before 
the day specified in ft 12.5(d). 

(2) Each objection to a specific provi¬ 
sion of the Commissioner's regulation or 
proposed order shall be separately num¬ 
bered. 

(3) Each numbered objection shall 
specify with particularity the provision 
of the regulation or proposed order to 
which objection is made. 

<4> Each numbered objection on 
which a hearing 1 a requested shall spe¬ 
cifically so state. The failure to request 
a hearing for any particular objection 
shall constitute a waiver of the right to a 
hearing on thnt objection. 

<5> Each numbered objection for 
which a hearing is requested shall in¬ 
clude a detailed description and analysis 
of the specific factual information in¬ 
tended to be presented in support of the 
objection in the event that a hearing 
is held. The failure to include such de¬ 
scription and analysis for any particu¬ 
lar objection shall constitute a waiver of 
the right to a hearing on that objection, 
but such description and analysis shall 
be used only for the purpose of deter¬ 
mining whether a hearing has been Jus¬ 
tified pursuant to ft 12.24 and shall not 
limit the evidence that may be presented 
If a hearing is granted. 

(l> A copy of any report, article, sur¬ 
vey. or other written document relied 
upon shall be submitted. 

(ii) A summary of the nondocumen¬ 
tary testimony to be presented by any 
witnesses relied upon shall be submitted. 

(b) Requests for hearing submitted 
pursuant to I 12.5<b> shall be submitted 
to the Hearing Clerk and shall be ac¬ 
cepted for filing if they comply with all 
of the following conditions: 

(1) Requests for hearing shall be sub¬ 
mitted on or before the 30th day after 
the date of publication of the notice of 
opportunity for hearing in the Federal 
Register. 

(2) Requests for hearing shall comply 
with the requirements specified in 
15 314.200. 514.200. and 601.7(a) of this 
chapter. 

(c) Any objection or request for a 
public hearing which meets the require¬ 
ments of this section shall be filed by the 
Hearing Clerk in the relevant docket file. 
If an objection or request for a public 
hearing fails to meet the requirements 
of this section and the deficiency becomes 
known to the Hearing Clerk, the Hear¬ 
ing Clerk shall return It with a copy of 


the applicable regulations, indicating 
those provisions not complied with. A 
deficient objection or request for a hear¬ 
ing may be supplemented and subse¬ 
quently filed if submitted within the 30- 
day time period specified in ft 12.5(d) 
or ft 12 20<b>. 

(d) If an objection to a regulation 
issued pursuant to a petition submitted 
pursuant to fl2J>ia><2> is submitted 
by a person other than the petitioner and 
is filed by the Hearing Clerk, the peti¬ 
tioner may submit a written reply 
thereto to the Hearing Clerk. 

§ 12.21 Hutlnr on objection* ami rr- 
qurtift for hearing. 

ta> As promptly as is feasible the Com¬ 
missioner shall review all objections and 
requests for hearing filed pursuant to 
ft 12.22 and shall determine: 

(1) Whether any of the objections or 
requests for hearing filed justify mod¬ 
ification or revocation of tire regulation 
or order involved pursuant to ft 12 26. 

(2) II a formal evidentiary public 
hearing has been requested, whether it 
has been justified as required by this 
section. 

(3) IX a public hearing has been re¬ 
quested before a Public Board of Inquiry 
pursuant to Part 13 of this chapter, or 
before a public advisory committee pur¬ 
suant to Part 14 of this chapter, or be¬ 
fore the Commissioner pursuant to Part 
15 of this chapter, whether it has been 
justified. 

(b) A request for a formal evidentiary 
public hearing shall be granted on a mat¬ 
ter involving the issuance, amendment, 
or revocation of a regulation or order If. 
based upon the data, information, and 
view’s contained in his objection and re¬ 
quest for hearing, a person has shown 
that all of the following are true: 

(1) .There is a genuine and substantial 
issue of fact for resolution at a hearing. 
A hearing will not be granted on issues of 
policy or law r . 

(2) The factual issue is capable of 
being resolved by available and specifi¬ 
cally identified reliable evidence. A hear¬ 
ing will not be granted on the basis of 
mere allegations or denials or general 
descriptions of positions and contentions. 

i3) The data and information identi¬ 
fied in the objection and request for 
hearing, if established at a hearing, 
would be adequate to justify resolution 
of the factual issue In the way sought by 
the person. A hearing will be denied if 
the commissioner concludes that, even 
assuming the truth and accuracy of all 
of the data and information submitted 
in support of the objection and request 
for hearing, they are insufficient to jus¬ 
tify the factual determination urged. 

(4» Resolution of the factual issue in 
the way sought by the person is adequate 
to justify the action requested. A hearing 
will not be granted on factual issues 
that arc not determinative or controlling 
with respect to the action requested, e g., 
when the Commissioner concludes that 
his action would be the same even if the 
factual issue were resolved In the way 
sought, or in the case of a request that a 
final regulation Include a provision not 
reasonably encompassed within the pro¬ 


posal. A hearing will be granted upon 
proper objection and request for hearing 
w hen a food standard or other regulation 
is showm to have the effect of excluding 
or otherwise affecting a product or in¬ 
gredient. but not when such standard or 
regulation does not have such an effect. 

(5> The action requested is not on Its 
face inconsistent with or in violation of 
any provision in the act or any regula¬ 
tion in this chapter particularizing stat¬ 
utory standards. The proper procedure 
In such circumstances is for the person 
requesting the hearing to petition for an 
amendment or waiver of the regulation 
involved. 

<6> AJ1 of the conditions and require¬ 
ments specified in other applicable pro¬ 
visions of this chapter, eg., (ft 10.20, 
12.20, 12.22, 314.200, 430.20(b). 514.200. 
and 601.7(a), and in the notice promul¬ 
gating the final regulation or the notice 
of opportunity for hearing are fully met 

(c> In making his determination pur¬ 
suant to paragraph (a) of this section, 
the Commissioner may use any of the 
optional procedures specified In ft 10.30 
<g) and in other applicable provisions of 
this chapter, e.g., {8 314.200, 430.20(b), 
514.200, and 601.7(a). 

<d> Where a person files an objection 
and request for hearing pursuant to 
ftft 12.5 through 12.22 relating to a regu¬ 
lation or order, it is uncertain whether a 
hearing has been justified pursuant to 
the principles established in paragraph 
(b) of this section, and the Commissioner 
concludes that summary decision against 
the person requesting a hearing should 
be considered, he may serve upon such 
person by registered mail a proposed 
order denying a hearing. Such person 
shall have 30 days after receipt of such 
proposed order to demonstrate that the 
.submission Justifies a hearing. 

§ 12.26 Modification or revocation of 
regulation or order. 

If the Commissioner determines upon 
review of an objection or request for 
hearing filed pursuant to ftft 12.5 through 
12.22 that the regulation or order in¬ 
volved in the proceeding should properly 
be modified or revoked, he shall promptly 
issue a notice of such modification or 
revocation In the Federal Register 
Further objections or requests for hear¬ 
ing may be submitted to such modifica¬ 
tion or revocation, but not to any other 
provisions in the regulation or order, 
pursuant to ftft 12.5 through 12.22. Objec¬ 
tions and requests for hearing that arc 
not affected by the modification or rev¬ 
ocation shall remain on file and be 
acted upon in accordance with other ap¬ 
plicable provisions of this part. 

§ 12.28 Denial of formal evidcntlnrv 
public hearing In whole or in part. 

If the Commissioner determines upon 
review of the objections or requests for 
hearing filed pursuant to ftft 12.5 through 
12.26 that a formal evidentiary’ public 
hearing is not justified, in whole or in 
part, he shall publish a notice of such 
determination In the Federal Rxgistth 

(a) The notice shall state whether the 
hearing is denied in whole or In part. If 
the hearing is denied In part, the notice 
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shall be combined with tne notice of 
hearing required by ft 12.35, and shall 
specify the objections and requests for 
hearing which have been granted and 

denied. 

U) Any determination denying a 
hearing in whole or in part shall specify 
in detail the reasons therefor. If such 
determination rests upon an analysis of 
the data and information submitted to 
justify a hearing, the inadequacy of such 
data and information submitted shall be 
explained. 

<2> The notice shall confirm or modify 
or stay the effective date of the regula¬ 
tion or order involved. 

tb> The record of the administrative 
proceeding relating to denial of a public 
hearing in whole or in part on any ob¬ 
jection. and request for hearing shrdl 
consist of all of the following: 

<1> If the proceeding involves the is¬ 
suance. amendment, or revocation of a 
regulation: 

<i) All of the documents specified in 
I 10 40<g> of this chapter. 

<li> Ail objections and requests for 
hearing filed by the Uearing Clerk with 
respect to such regulation pursuant to 
ftft 12.5 and 12.22 

ilii) If it involves a color additive reg¬ 
ulation which was referred to an advi¬ 
sory committee in accordance with sec¬ 
tion 70G«b' «5 mc> of the act. the 
complete administrative record of the 
advisory committee proceedings and Its 
report on the matter. 

tlv) The notice denying a formal evi¬ 
dentiary public hearing published in the 
Federal Register. 

<2v If the proceeding involves the is¬ 
suance. amendment, or revocation of an 
order: 

(\) The notice of opportunity for 

hearing. 

<U> All requests for hearing filed by 
the Hearing Clerk with respect to such 
order pursuant to ftft 12.20 and 12 22. 

till* The record, consisting of the 
transcripts, minutes of meetings, re¬ 
ports, Federal Register, notices, and 
other documents, resulting from any of 
the optional procedures specified in 
f 12.24<c>, except that it ."hall not in¬ 
clude the transcript of any closed por¬ 
tion of any public advisory committee 
meeting. 

<iv> The notice denying a formal evi¬ 
dentiary public hearing published in the 

Federal Register. 

<c» The administrative record speci¬ 
fied in paragraph *bi of this section shall 
constitute the exclusive record for the 
Commissioner's decision on denial of a 
formal evidentiary public hen ring in 
whole or in part. The record of the 
administrative proceeding shall be closed 
a* of the date of the Commissioner's 
decision unless some other date for the 
closing of the record is specified by the 
Commissioner. Thereafter any person 
who requested and was denied a hearing 
may submit a petition for reconsidera¬ 
tion pursuant to ft 10.33 and a petition for 
stay of action pursuant to I 10.35 of this 
chapter. Any' person who wishes to rely 
upon data, information, or views not In¬ 
cluded in the adminlstrative record shall 
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submit it to the Commissioner with a 
new petition to modify the final regula¬ 
tion or order pursuant to I 10.25»a> of 
this chapter. 

<d> Any determination denying a re¬ 
quest for a formal evidentiary public 
hearing in whole or in part by any per¬ 
son who has an opi>ortunity for such a 
hearing under the provisions of the laws 
administered by the Commissioner spec¬ 
ified in I 10.50<c> of this chapter consti¬ 
tutes final agency action reviewable in 
the courts, pursuant to the specific statu¬ 
tory provisions governing the matter in¬ 
volved. as of the date of publication in 
the Federal Register of the denial of the 
public hearing in whole or in part. 

< * 1 Before requesting an order from 
ct court for a stay of action pending re¬ 
view. any person seeking judicial review 
alia 11 first submit a petition for a stay of 
action purnuant to I 10.35 of this chapter. 

«2» The Food and Drug Administra¬ 
tion will request consolidation in a single 
court of all petitions for judicial review* 
related to a particular matter pursuant 
to 28 U.S.C. 2U2(a>. 

*3* The time for filing a petition for 
judicial review of r determination by the 
Commissioner denying a public hearing 
on a particular objection or issue shall 
begin as of the date of publication in 
the Federal Register of the Commis¬ 
sioner's determination: <!> in the case 
of nn objection or issue relating to a pro¬ 
posal to issue, amend, or revoke a regu¬ 
lation. when the determination denies 
a public hearing on r!1 objections and Is¬ 
sues relating to a part of the proposal the 
effectiveness of which the Commissioner 
has determined should not be deferred 
pending the outcome of any hearing 
granted with respect to other parts of the 
proposal; or <il> in the case of an issue 
relating to a proposal to Issue* amend, 
or revoke an order, when the determina¬ 
tion denies a public hearing on all issues 
relating to a particular new drug appli¬ 
cation. new' nnhnoJ drug application, or 
biologies license. The failure to file such 
a petition within the period established 
in the specific statutory provisions gov¬ 
erning the matter involved shall conrti- 
tute a waiver of the right to Judicial re¬ 
view of that objection or issue at any 
Liter time, regardless whether a hearing 
has been granted on other objections and 
issues. 

6 1~.S0 JuJtrial rnirw »flcr wither of 
Lruring on a regulation. 

ft* Any person who has a right to 
submit objections and a request for 
hearing pursuant to ft 12.5«d) may in¬ 
stead submit objections and waive the 
right to request a hearing. Such waiver 
nifty consist either of an explicit state¬ 
ment waiving such right, or of a failure 
to request a hearing as provided in 
112.22<a»<4>. 

Where any perron submits an ob¬ 
jection and waives the right to request 
a hearing, the Commissioner shall rule 
upon such objection pursuant to SS 12.24 
through 12.28. The Commissioner may. 
in his dfcvcretion. order & hearing on the 
matter pursuant to any of the provi¬ 
sions of this part regardless whether a 
hearing is requested. 
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<c> If. after the notice published by 
the Commissioner in the Federal Reg¬ 
ister ruling upon any such objection, 
no hearing is granted with respect to 
the matters covered by such objection, 
and the Commissioner rules adversely 
an such objection, the person may peti¬ 
tion for judicial review of the Commis¬ 
sioner's ruling on such objection in a 
United States Court of Appeals pursuant 
to the applicable provisions in the act* 

<X) Tlie record for Judicial review 
shall be the record designated in ft 12.28 
<b»U>. 

(2> The time for filing such g relation 
for judicial review shod begin av of the 
date of publication in the Federal Reg¬ 
ister of the Comini~5ioner's ruling on 
such objection. 

§ 12.32 Request for nhomalhc r rtn t»f 
public hearing. 

<a* A person who has a right to an 
opportunity for a hearing under this 
part may waive that opportunity and in 
lieu thereof request one of the following 
alternative forms of public hearing: 

(1) A public hearing before a Public 
Board of Inquiry pursuant to Part 13 
of tills chapter. 

*2) A public hearing before a public 
advisory committee pursuant to Part 14 
of this chapter. 

*3> A public hearing before the Com¬ 
missioner pursuant to Part 15 of thu 
chapter. 

<b) Any such request: 

♦ 1) May be on his own initiative or 
at the suggestion of the Commissioner. 

<2> Shall be submitted in writing to 
the He&nng Clerk pursuant to ft 10 30 of 
this chapter. 

*3» Shall be submitted at any time 
prior to publication of a notice of hearing 
pursuant to ft 12.35 or a denial of hear¬ 
ing pursuant to ft 12.28. 

<4> Shall be: 

<i> In lieu of & request, for a henring 
under this part, or 

<ti> If submitted after or with a re¬ 
quest for l hearing under this part, in 
the form of a waiver of the right to an 
opportunity for such a hearing condi¬ 
tioned upon an alternative form of pub¬ 
lic heating. Upon acceptance by the Com¬ 
missioner, such a waiver becomes bidding 
and can thereafter be withdrawn only 
by waiving any right to any form of a 
hearing u n less the Commlssioiu r Ter 
good caite determines otherwise 

<ct Where more than one person has 
requested and Justified a hearing under 
tliis part* :*n alternative form of hear¬ 
ing will be used only if all such person?* 
concur and waive their right to an op¬ 
portunity for a hearing under this part, 

<d> The Commissioner will determine 
whether an alternative form of public 
hearing should be used, and if so which 
alternative will be acceptable to him. 
after considering the requests submitted 
and tlie appropriateness of the alterna¬ 
tive forms of public hearing for the issues 
raised in the objections. Upon acceptance 
by the Commissioner, such acceptance 
becomes binding upon him unless the 
Commissioner for good cause determines 
otlierwtse. 
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(e • The Commissioner shall publish In 
the Federal Register a notice of hear¬ 
ing announcing an alternative form of 
public hearing pursuant to this section, 
setting forth the following information: 

<1> A statement of the provisions of 
the regulation or order which is the sub¬ 
ject of the public hearing. 

*2* A statement specifying any part 
of the regulation or order which has 
been stayed. 

«i» Any part of a regulation or order 
which is subject to an oportunity for a 
hearing under this part pursuant to 
statutory provisions under which the 
filing of proper objections and a request 
for hearing automatically stays the reg¬ 
ulation or order, and for which a public 
hearing has been granted, shall be 
stayed. 

HI) The Commissioner may, in his 
discretion, stay in whole or in part any 
regulation or order which is not required 
by statute to be stayed. 

f31 The time. date, and place of the 
hearing, or a statement that such infor¬ 
mation shall be contained in a subse¬ 
quent notice published in the Federal 
Register. 

<4> The names of the parties to the 
public hearing. 

<5* A statement of the issues to be 
considered at the public hearing The 
statement of the issues determines the 
scope of the public hearing. 

<6> If the public hearing will be con¬ 
ducted by a Public Board of Inquiry: 

»i» The time within which the parties 
may submit nominees for the Board pur¬ 
suant to 9 13.10(b) of this chapter. 

Hl> The time within which a notice of 
participation shall be filed by any person 
who wishes to participate In the proceed¬ 
ing. A notice of participation shall be 
Aled in the form and pursuant to the 
requirements specified in l 12.45. 

(Ui» The time within which partici¬ 
pants shall submit written data and in¬ 
formation pursuant to 4 13.25 of this 
chapter. The notice shall list the con¬ 
tents of the portions of the administra¬ 
tive record of the proceeding as of that 
time relevant to the issues to be consid¬ 
ered at the public hearing before the 
Board, and shall state that such portions 
have been placed on public display In the 
office of the Hearing Clerk and that ad¬ 
ditional copies of any material already 
submitted pursuant to $ 13.25 of this 
chapter need not be included with any 
later submissions by participants In the 
proceeding. 

<7> If the public healing will be con¬ 
ducted by a Public Board of Inquiry or a 
public advisory committee, a statement 
whether the findings and conclusions re¬ 
sulting from such public hearing shall 
have the legal status and be handled as 
a recommended decision or as an initial 
decision pursuant to } 12.120. If the no¬ 
tice of hearing is silent on this matter, 
the findings and conclusions shall be an 
Initial decision. 

<f» The findings and conclusions re¬ 
sulting from a public hearing before a 
Public Board of Inquiry or a public ad¬ 
visory committee pursuant to this sec¬ 
tion shall have the same legal status and 
be handled as a recommended decision or 
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an initial decision of a presiding officer 
Issued pursuant to 4 12.120. as deter¬ 
mined by the notice of hearing published 
pursuant to paragraph (e> of this sec¬ 
tion. The findings and conclusions result¬ 
ing from a public hearing before the 
Commissioner pursuant to this section 
shall have the same legal status and be 
handled as a tentative order Issued pur¬ 
suant to 9 12.125. Thereafter, the partici¬ 
pants in the proceeding may pursue the 
administrative and court remedies that 
are available as specified in fl 12.120 
through 12.159. 

igi If a public hearing before a public 
advisory committee pursuant to Part 14 
of this chapter or a public hearing be¬ 
fore the Commissioner pursuant to Part 
15 of thin chapter is used os an alterna¬ 
tive form of hearing pursuant to this 
section, all submissions relating to the 
hearing which constitute the adminis¬ 
trative record of the hearing shall be 
made to the Hearing Clerk and the pro¬ 
visions of ? 10 200> of this chapter shall 
govern the availability of such submis¬ 
sions for public examination and copy¬ 
ing 

§ 12*35 Nolirr* of hearing; Jtrlioi). 

• a) If the Commissioner determines 
ujK>n review of the objections and re¬ 
quests for hearing filed pursuant to 
94 12 5 through 12.26 that a formal evi¬ 
dentiary public hearing has been Justi¬ 
fied on nnv issue, he shall publish a 
notice of such determination in the Fed¬ 
eral Register, setting forth the follow¬ 
ing Information: 

• li A statement of the provisions of 
the regulation or order w’hich Is the sub¬ 
ject of the formal evidentiary public 
hearing. 

»2> A statement specifying any part of 
the regulation or order that has been 

stayed. 

• 1) Any part of a regulation or order 
which is subject to an opportunity for 
a hearing under this part pursuant 
to statutory provisions under which the 
filing of proper objections and a request 
for hearing automatically stays the reg¬ 
ulation or order, and for which a hear¬ 
ing has been requested and justified, 
shall be stayed. 

(ii» The Commissioner may, in his dis¬ 
cretion. stay in whole or In part any 
regulation or order which is not required 
by statute to be stayed. 

<3> The names of the parties to the 
formal evidentiary public hearing. 

A statement of the Issues of fact 
raised by the objections and request for 
hearing as to which a hearing has been 
justified. 

(5) A statement at any objections or 
requests for hearing as to which a hear¬ 
ing has not been justified, which shall 
be subject to the provisions of 4 12.28. 

<6> The designation of the presiding 
officer to conduct the hearing or a state¬ 
ment that the presiding officer will be 
designated in a subsequent notice. 

<7> The time within which notices of 
appearance shall be filed pursuant to 
5 12.45. 

(8> The date. time, and place when 
the prehearing conference will com¬ 
mence or a statement that such date. 


time, and place will be announced in a 
subsequent notice. The prehearing con¬ 
ference shall not commence until after 
the expiration of the time for filing the 
notice of participation required by 
9 12.45'a*. 

<9 f The time within which partici¬ 
pants shall submit written data* infor¬ 
mation. and view’s pursuant to 4 12.85 
The notice shall list the contents of the 
portions of the administrative record of 
the proceeding as of that time relevant 
to the issues to be considered at the 
public hearing and shall state that such 
portions have been placed on public dis¬ 
play in the office of the Hearing Clerk 
end that additional copies of any ma¬ 
terial already submitted pursuant to 
9 12.83 need not be included with any 
later submissions by participants in the 
proceeding. 

(b) The statement of the issues of 
fact raised by the objections or request 
for hearing as to which a hearing has 
been justified determines the scope of the 
formal evidentiary public hearing and 
the matters as to which the development 
of evidence will be permitted. The state¬ 
ment of the issues of fact may be revised 
by order of the presiding officer. Any 
participant may obtain Interlocutory re¬ 
view by the Commissioner of a decision 
by the presiding officer to revise the 
statement of the issues of fact to In¬ 
clude an issue as to which the Commis¬ 
sioner has not granted a hearing or to 
eliminate an issue as to which the Com¬ 
missioner has granted a hearing. 

(c> A formal evidentiary public hear¬ 
ing shall be deemed to commence as of 
the date of publication of the notice of 
hearing in the Federal Register. 

§ 12.37 FffWthc flair of u regulation. 

(a) If no objections are filed ant! no 
hearing Ls requested on a regulation pur¬ 
suant to i 12.5(e), the regulation shall 
be effective on the date specified In the 
notice promulgating it. 

(b) The Commissioner shall publish 
a notice in the Federal Register stating 
that fact. Such notice may extend the 
time for compliance with the regulation 

§ 12.38 I-.fiYrth r of an ordrr. 

(a) If a person who is subject to a 
notice of opportunity for hearing pub¬ 
lished in the Federal Register pursuant 
to 4 12 2(Mb> does not request a hearing, 
the Commissioner: 

< 1 ) Shall issue a final order published 
in the Federal Register withdrawing 
approval of an NT)A. NADA. or biologies 
license, in whole or in part, and estab¬ 
lishing the effective date of such final 
order. 

<2> If the final order involves an 
NADA. shall forthwith revoke, in whole 
or in part, the applicable regulation pur¬ 
suant to section 512(1) of the act. 

<b> If a person who is subject to a 
notice of opportunity for hearing pub¬ 
lished in the Federal Register pursuant 
to 4 12.20(b) requests a hearing and 
others do not, the Commissioner may 
issue a final order covering all such drug 
products at once or may issue more than 
one final order covering different drug 
products at different times. 
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Subpart C—Appearance and Participation 
§ 12. SO Appcarmicf. 

(a> Any person who lias Hied a writ¬ 
ten notice of participation pursuant to 
112.45 may appear In person or by or 
with counsel or other representative in 
any formal evidentiary public hearing 
and. subject to I 12.89. may be heard 
with respect to all matters relevant to 
the issues under consideration. 

(b) Any person appearing in a repre¬ 
sentative capacity in any such hearing 
shall submit a signed statement of au¬ 
thorization or other documentation veri¬ 
fying his authority to do so. 

(c) If there is a change in the person 
appearing in a representative capacity, 
such person shall submit the statement 
or other documentation required by 
paragraph <b) of this section. 

<d) The presiding officer may strike 
the appearance of any person for viola¬ 
tion of the rules of conduct established 
In 5 12.90. 

§ 12.45 Written nolle* of participation. 

<a) Any person desiring to participate 
in any formal evidentiary public hearing 
shall, within 30 days after publication 
of the notice of hearing in the Peozral 
Register pursuant to 9 12.35, file with 
the Hearing Clerk in accordance with 
l 10.20 of this chapter a written notice of 
participation in the form specified in par¬ 
agraph <b> of this section. 

(b) The form of the written notice of 
participation shall be as follows: 


<D*lep 

Hearing Clerk. Food and Drug Administra¬ 
tion. Department of Health, Education, 
and Welfare, Em. 4 G3, 6600 Ftuhen* Lane, 
Rockville. MD 20657. 

Notick of Pasticipatiox 
Docket No._ 

Pursuant to the provision* of 21 CPR Part 
12, governing the procedure in this matter, 
please enter the participation of: 


(Name) 

(Street address) 


(City and State) 

(Telephone number) 

Service on behalf of the above will be 
accepted by: 

(Naxno) 


(Street addres*) 


(City and 8tatc) 


(Telephone number) 

The following statement* arc made as part 
of this notice of participation. 

A. Specific Interest. (A statement of the 
specific Interest af the person In the pro¬ 
ceeding. Including the specific issues of fact 
concerning which the person desire* to be 
heard. ThU port need not be completed oy a 
party to the proceeding.) 

B. Commitment to ParticpUUc. (A state¬ 
ment that the person will present documen¬ 
tary evidence or testimony at the hearing 
and will comply with the requirements of 2\ 
CFR 12.85, or, In the case of a hearing before 


a Public Board of Inquiry, with the require¬ 
ment* of 21 CPR 13.25 > 


(Signed) 

(c) All notices, pleadings, documents, 
and other submissions to be served upon 
a person in the course of the hearing 
pursuant to 5 12 U2 shall be mailed to the 
address .shown in the notice of participa¬ 
tion or delivered In person to the person 
specified in the notice of participation. 

<d> A written notice of participation 
may be amended by filing an amendment 
with the Hearing Clerk and serving it 
upon all participants in the hearing. 

f e) No person may participate in any 
aspect or at any stage of a formal evi¬ 
dentiary public hearing if he has uot filed 
a written notice of participation or if his 
notice of participation has been stricken 
pursuant to paragraph <g) of this sec¬ 
tion. 

<f> The presiding officer may. upon 
motion, permit a person to file a written 
notice of participation in the hearing af¬ 
ter the 30-day time period for filing such 
notices has expired, but only upon a 
allowing of good cause as to why such a 
notice was not filed within such time 
period. 

fg> Tlic presiding officer may strike 
the participation of any person, after 
giving him an opportunity to show cause 
why his participation should not be 
stricken, for nonparticipation in the 
hearing or for failure to comply with any 
requirement of this subpart. c.g. t dis¬ 
closure of information as required by 
i 12.85 or the prebearing order issued 
pursuant to 9 12.92. Any person whose 
participation has been stricken may peti¬ 
tion the Commissioner for Interlocutory 
review of such action. 

§ 12.50 Advice on public participation 
In formal evidentiary public liraring*. 

(a> Designated agency contact . All In¬ 
quiries from the public about scheduling, 
location, and general procedures should 
be addressed to the Associate Commis¬ 
sioner for Compliance. The stair of the 
Associate Commissioner for Compliance 
will attempt to respond promptly to oil 
inquiries from members of the public. * 
as well as to simple requests for Informa¬ 
tion from participants in formal eviden¬ 
tiary public hearings. Such inquiries or 
requests should be addressed to the Of¬ 
fice of the Associate Commissioner for 
Compliance (HFC-10), Food and Drug 
Administration. 5600 Fishers Lane. 
Rockville. Md. 20857. or telephone (301 > 
443-3480. 

• b) Hearing schedule changes. Re¬ 
quests by hearing participants for 
changes in the schedule of a hearing or 
In the dates for filing documents, briefs, 
or other pleadings related to the hearing 
should be made in writing directly to the 
Administrative Law Judge. All such cor¬ 
respondence should be addressed to the 
Administrative Law Judge (HF-3). Food 
and Drug Administration. 5600 Fishers 
Lane. Rockville, MD 20857. 

<c> Legal advice to individuals . The 
Food and Drug Administration does not 
have the resources to provide individual 
legal advice to members of the public 
concerning participation in such pro¬ 


ceedings. Furthermore, to do so would 
compromise the independence of the 
Commissioner's office and Invite charges 
of improper interference in the hearing 
process. Accordingly, the Associate Com¬ 
missioner for Compliance will decline to 
entertain inquiries about the strengths 
or weaknesses of any party's position at 
a hearing, litigation strategy, or other 
similar matters. 

id) Hole of the Office of the Chief 
Counsel. Under no circumstances will the 
Office of the Chief Counsel, Food and 
Drug Administration, directly provide 
advice on the subject of any formal evi¬ 
dentiary public hearing to any person 
who is participating or may participate 
In the hearing. In every such hearing, 
certain attorneys in the office are desig¬ 
nated to represent the bureau or bu¬ 
reaus whose action Is the subject of the 
hearing. Other members of the office, in¬ 
cluding ordinarily the Chief Counsel, 
arc designated to advise the Commis¬ 
sioner on any final decision in the mat¬ 
ter. It is not compatible with these 
functions, nor would it be professionally 
responsible, for the attorneys In the Of¬ 
fice of the Chief Counsel also to advise 
other participants in a hearing, or for 
any attorney who may be called on to 
advise the Commissioner to respond to 
inquiries from other participants in the 
hearing, for such participants may be 
urging views contrary to those of the 
bureau involved or to what may ulti¬ 
mately be the final conclusions of the 
Commissioner. Accordingly, members of 
the staff of the Office of the Chief Coun¬ 
sel, other than those attorneys respon¬ 
sible for representing the bureau or bu¬ 
reaus whose action is the subject of the 
hearing, will decline to respond to In¬ 
quiries from any participating or po¬ 
tential participant relating to the con¬ 
tent or conduct of any formiU eviden¬ 
tiary public hearing. 

(c) Communication between partici¬ 
pants and attorneys. Participants in a 
hearing may communicate with* the at¬ 
torneys who are responsible for repre¬ 
senting the bureau or bureaus whose ac¬ 
tion is the subject of the hearing, in the 
same way that they may communicate 
with counsel for any other party in inter¬ 
est about the presentation of matters at 
the hearing. It would be inappropriate 
to bar discussion of such matters as stip¬ 
ulations of fact. Joint presentation of 
witnesses, or possible settlement of hear¬ 
ing issues. Members of the public, includ¬ 
ing participants at hearings: are advised, 
however, that all such communications, 
including those by telephone, will be 
recorded in memoranda that can be filed 
with the Hearing Clerk. Food and Drug 
Administration. 

Subpart D—Prodding Officer 
§ 12.1)0 I'rcridmR uffirrr. 

A presiding officer shall preside over 
every formal evidentiary public hearing 
held pursuant to this subpart. The pre¬ 
siding officer shall be the Commissioner, 
a member of the office of the Commis¬ 
sioner to whom the Commissioner has 
delegated the responsibility for the mat¬ 
ter involved, or an Administrative Law- 
Judge qualified under 5 U.S C 3105 and 
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designated by the Commissioner to con¬ 
duct the hearing In the notice of hearing 
or In a later notice published pursuant 

to 3 12.35<aM6>. 

§ 12.62 < oniiiti m'niM'iil of fuuctioii*. 

The functions of the presiding officer 
shall commence upon his designation and 
terminate upon the forwarding of the 
recommended decision or the filing of the 
initial decision pursuant to ft 12.120. 

§ 12.70 lutlioritv of providing olfierr. 

The presiding officer shall have the 
authority and duty to conduct a fair and 
expeditious hearing and to maintain 
order. He shall have all powers necessary 
to these ends, including, but not limited 
to. the power to: 

<a) Arrange and issue notice of the 
date. time, and place of oral hearings and 
conferences and. upon proper notice, to 
change the date, time, and place of oral 
hearings and conferences previously set. 

«b> Establish the methods of pro¬ 
cedures to be used in the development of 
evidentiary facts, including the pro¬ 
cedures specified in $ 12 92(b) and to rule 
upon the need for oral testimony and 
cross-examination pursuant to $ 12 87 
• b>. 

<c> Prepare, after considering the 
views of the participants, written state¬ 
ments of areas of factual disagreement 
among the participants. 

(d) Hold conferences’to setUe, sim¬ 
plify. or determine the issues in a hear¬ 
ing or to consider other matters that may 
facilitate the expeditious disposition of 
the hearing. 

(e > Administer oaths and affirmations. 
*f) Regulate the course of the hearing 
and govern the conduct of participants 
therein 

(g) Examine witnesses and inform 
witnesses that they must fully respond 
to all questions or have ail of their testi¬ 
mony stricken. 

<h> Rule on. admit, exclude, or limit 
evidence. 

<l> Establish the time for filing mo¬ 
tions. petitions, briefs, findings, or other 
submissions. 

<J) Rule on motions and other pro¬ 
cedural matters pending before him. 

< k > Rule on motions for summary de¬ 
cision in accordance with ft 12.93. 

<l> Order that the hearing be con¬ 
ducted in stages in cases where the num¬ 
ber of parties is large or the issues are 
numerous and complex. 

<in) Waive, suspend, or modify any 
rule In this subpart pursuant to ft 10.19 of 
this chapter if he determines that no 
party will be prejudiced, the ends of Jus¬ 
tice will be thereby served, and such 
action is in accordance with law. 

«n> Strike the participation of any per¬ 
son pursuant to ft 12.45»g> or exclude any 
person from the hearing pursuant to 
ft 12.90 or otherwise take reasonable dis¬ 
ciplinary action. 

co) Take any action permitted to the 
presiding officer as authorized by this 
part or in conformance with law for the 
maintenance of order at the hearing and 
for the expeditious, fair, and impartial 
conduct of the proceeding. 


§ 12.75 DUquallfication of presiding 
o Hirer. 

(a> Any participant in the proceeding 
may. by motion made to the presiding 
officer, request that the presiding officer 
disqualify himself and withdraw from 
the proceeding. The presiding officer 
shall rule upon any such motion and 
shall promptly certify the motion and his 
ruling thereon to the Commissioner for 
interlocutory review. 

<b> A presiding officer shall withdraw' 
from any proceeding in which he deems 
himself disqualified for any reason. 

§ I2.7H t mttailftbiiil* of pre-iding olfi- 

err. 

<a> In the event that the presiding of¬ 
ficer is unable to act for any reason 
whatever, the powers and duties to be 
performed by him In connection with any 
proceeding shall be assigned by the Com¬ 
missioner to another presiding officer. 
Such substitution shall have no effect on 
any aspect of the hearing, except as the 
new presiding officer may order pursuant 
to the provisions of this subpart. 

•b* Any motion predicated upon such 
substitution shall be made within 10 days 
thereafter. 

Subpart E—Hearing Procedures 

§ 12.80 filing nod *or»icc of 
Mon*. 

(a) All submissions. Including plead¬ 
ings. relating to a formal evidentiary 
public hearing shall be died with the 
Hearing Clerk pursuant to ft 10.20 of this 
chapter. 

<b> A copy of each such submission 
shall be served by the person making the 
submission upon each other participant 
in the proceeding, except that submis¬ 
sions of documentary data and informa¬ 
tion may but arc not required to be 
served upon each participant. Any trans¬ 
mittal letter, pleading, summary, state¬ 
ment of position, certification pursuant 
to paragraph id) of this section, or other 
similar document accompanying a sub¬ 
mission of documentary data and infor¬ 
mation shall be served upon each par¬ 
ticipant pursuant to this paragraph. 

(c) Service pursuant to this section 
sliall be accomplished by mailing it to the 
address shown in the notice of participa¬ 
tion or by personal delivery. 

id) All submissions pursuant to this 
section shall be accompanied by a signed 
certification stating the extent to which 
the submission has been served on each 
participant, or is exempt from such serv¬ 
ice. pursuant to paragraph <b* of this 
section. 

lei No written submission or other 
portion of the administrative record shall 
be held In confidence, except as provided 
in ft 12.105. 

§ 12.82 Petition to participate in forma 
pauperis. 

«a> Any participant who believes that 
compliance with the filing and service re¬ 
quirements of this section constitutes an 
unreasonable financial burden shall sub¬ 
mit to the Commissioner a petition to 
participate in forma pauperis. 


<b> Such petition shall be pursuant to 
ft 10.30 of this chapter, except that the 
heading shall be '‘REQUEST TO PAR¬ 
TICIPATE IN FORMA PAUPERIS. 

DOCKET NO. .’’ Pursuant to the 

guidelines established in ft 20.43 <b> and 
(c> of this chapter, such petition shall 
demonstrate that either (i) the person 
is indigent and his participation has a 
strong public interest justification, or 
(li) such participation is in the public 
interest because it can be considered pri¬ 
marily os benefiting the general public. 
Filing nnd service requirements for such 
a petition shall be those provided for the 
filing and service of submissions in para¬ 
graph (c) of this section, whether or not 
the petition is subsequently granted. 

(c> The Commissioner may, in his dis¬ 
cretion. grant or deny such petition. If 
such petition is granted, the participant 
may file only one copy of each submis¬ 
sion with the Hearing Clerk, and it shall 
be the responsibility of the Hearing 
Clerk, at agency expense, to make suffi¬ 
cient additional copies for the adminis¬ 
trative record and to serve a copy upon 
each other participant. 

§12.88 \d\iwr> opinions. 

Prior to or during the pendency of any 
formal evidentiary pubUc hearing any 
person may request the Commissioner 
for an advisory opinion as to the appli¬ 
cability to a specific situation of any reg¬ 
ulation or order under consideration in 
an administrative proceeding. Requests 
for such opinions shall be made pursuant 
to ft 10.85 of this chapter 

§ 12.85 l>U«io*urc of data and informa¬ 
tion l»> tlir participant*. 

<a> Before the notice of hearing is 
published pursuant to ft 12.35. the direc¬ 
tor of the bureau responsible for the mat¬ 
ters involved in the hearing shall submit 
to the Hearing Clerk: 

(1) The relevant portions of the ad¬ 
ministrative record of the proceeding up 
to that time. Those portions of the ad¬ 
ministrative record of the proceeding 
which are not relevant to the issues to be 
considered at the public hearing shall not 
be placed on public display and shall not 
be port of the administrative record of 
that proceeding* 

(2) All documents in Ills files con¬ 
taining factual data and information, 
whether favorable or unfavorable to his 
position, which relate to the Issues in¬ 
volved in the hearing. 

(3) All oilier documentary data and 
information on which he relies. 

(4) A narrative statement of his posi¬ 
tion on the factual issues stated in the 
notice of hearing and the type of evi¬ 
dence he intends to introduce in the 
hearing in support of his position. 

(5> A signed statement that, to the 
best of his knowledge and belief, the sub¬ 
mission complies with the requirements 
of tills section. 

(b> Within 60 days after the notice 
of hearing is published In the Federal 
Register pursuant to ft 12.35, or. where 
no participant wiU be prejudiced, within 
such shorter or longer period of time 
as the presiding officer orders, each por- 
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ticipant shall submit to the Hearing 
Clerk all data and information specified 
in paragraph (a) <2 ) through (5) of this 
section, and any objections with respect 
to the completeness of the administra¬ 
tive record filed pursuant to paragraph 
<a) (1) of this section. 

<c> The submissions required by para¬ 
graphs (a) and <b) of this section may 
be supplemented later in the proceeding, 
with the approval of the presiding offi¬ 
cer, upon a showing that the material 
contained in the supplement was not rea¬ 
sonably known or available when the 
submission was made or that the rele¬ 
vance of Die material contained In the 
supplement could not reasonably have 
been foreseen at that time. 

<d> The failure to comply with the 
provisions of this section in the case of 
a participant shall constitute a waiver 
of the right to participate further in the 
hearing and in the case of a party shall 
also constitute a waiver of the right to a 
hearing. 

<e) Any documentary data and Infor¬ 
mation submitted by one participant may 
be referenced by another. Participants 
are encouraged to exchange and consoli¬ 
date lists of documentary evidence prior 
to reproducing It for submission to the 
Hearing Clerk in order to reduce dupli¬ 
cative submissions. If a particular docu¬ 
ment is bulky or Is in limited supply and 
cannot reasonably be reproduced, and it 
constitutes relevant evidence, a partici¬ 
pant may request the presiding officer for 
permission to submit a reduced number 
of copies to the Hearing Clerk. 

(f) The presiding officer shall rule on 
questions relating to this section. 

§ 12.87 PurpoiMTi oral and writlm t«nti- 
mony; burden of proof. 

<a) A formal evidentiary public hear¬ 
ing is held for the purpose of receiving 
evidence relating to an issue of fact de¬ 
termining the validity of a regulation or 
order subject to such a hearing. The 
objective of such a hearing is the fair 
determination of facts in a manner con¬ 
sistent with the right of all interested 
persons to participate and the public in¬ 
terest in expeditiously concluding con¬ 
troversies over matters affecting the pub¬ 
lic health and welfare, 

<b> To achieve this objective, the evi¬ 
dence at a formal evidentiary public 
hearing shall be developed to the maxi¬ 
mum feasible extent through written 
submissions, including written direct 
testimony which may be in narrative or 
in question-and-answer form. written 
cross-examination, and such other 
methods for the testing and proper eval¬ 
uation of factual propositions os the pre¬ 
siding officers determines ore necessary 
for a full and true disclosure of relevant 
evidentiary facts. 

< 1 > In a formal evidentiary public 
hearing, the issues may have genera] 
applicability and depend upon general 
facts that do not concern any particular 
action of a specific party, e.g., the safety 
or effectiveness of a class of drug prod¬ 
ucts, the safety of a food or color addi¬ 
tive. or a definition and standard of 
identity for a food, or the issues may 


have specific applicability to post action 
and depend upon particular facts con¬ 
cerning only that party. e.g„ the appli¬ 
cability of a grandfather clause to a par¬ 
ticular brand of a drug or the failure of 
a particular manufacturer to meet re¬ 
quired manufacturing and processing 
specifications or other general standards. 

<i) Where the proceeding involves 
general Issues, all direct testimony shall 
be submitted In writing, except upon a 
showing that written direct testimony is 
insufficient to adduce testimony for a full 
and true disclosure of relevant eviden¬ 
tiary facts and that the participant will 
be prejudiced by denial of a request to 
present oral direct testimony. Where the 
proceeding involves particular issues, 
each party shall determine whether, and 
the extent to which, he wishes to present 
his direct testimony orally or in writing. 

Oil Oral cross-examination of wit¬ 
nesses shall be permitted only upon a 
sixowlng that the cross-examination re¬ 
quested is necessary because alternative 
means of developing relevant evidentiary 
facts are insufficient to adduce testimony 
required for a full and true disclosure of 
relevant evidentiary facts, and that the 
party requesting opportunity for oral 
cross-examination will be prejudiced by 
denial of the request. 

(2) All oral and written testimony of 
witnesses shall be under oath. 

<c) In considering whether a request 
for cross-examination of a particular 
witness has been Justified, the presiding 
officer shall take into account the follow ¬ 
ing factors: 

< 1 > The extent to which a full and true 
disclosure with respect to any disputed 
issue of fact can be achieved through the 
presentation of additional direct evi¬ 
dence. 

(2) The extent to which there arc cir¬ 
cumstantial guarantees of the trust¬ 
worthiness of the direct evidence sought 
to be made the subject of cross- 
examination. 

<3) Whether the particular person*s 
testimony sought to be made the subject 
of cross-examination is required for the 
resolution of any disputed issue of fact. 

(4) Whether a dispute concerns facts 
in contrast to the inferences and con¬ 
clusions to be drawn from the facte 

(5) Whether the direct evidence 
sought to be made the subject of cross- 
examination Is relevant and material to 
the issues of fact as to which the hear¬ 
ing has been Justified. 

< 6> Whether the direct evidence of the 
witness sought to be cross-examined was 
introduced by oral direct testimony, and 
granting the request would expedite the 
hearing. 

<d) Except as provided in paragraph 
<e> of this section, in any formal evi¬ 
dentiary public hearing involving the is¬ 
suance, amendment, or revocation of a 
regulation or order, the originator of the 
proposal or petition or of any significant 
modification thereof shall be, within the 
meaning of 5 U.S.C. 558(d), the pro¬ 
ponent of the regulation or order, and 
accordingly shall have the burden of 
proof. Any participant who proposes the 
substitution of a new provision for a pro¬ 


vision objected to shall have the 
burden of proof In relation to the new 
provision so proposed. 

<e) At any formal evidentiary public 
hearing involving the issuance, amend¬ 
ment, or revocation of a regulation or 
order relating to the safety or effective¬ 
ness of a drug, food additive, or color 
additive, the participant who is con¬ 
tending that the product Is safe or ef¬ 
fective or both and who is requesting 
approval or contesting withdrawal of ap¬ 
proval shall have the burden of proof in 
establishing safety or effectiveness or 
both and thus the right to approval. The 
burden of proof remains on such partici¬ 
pant in an amendment or revocation 
proceeding, 

$ 12.89 Participation of nonpnrtic*. 

(a) A nonparty participant shall have 
the right: 

<1 > To attend all conferences (includ¬ 
ing the prehearing conference), oral 
proceedings, and arguments held in con¬ 
nection with or as part of a formal evi¬ 
dentiary public hearing. 

(2) To submit written testimony and 
documentary evidence for Inclusion in 
the record. 

(3) To file written objections, briefs, 
and other pleadings. 

(4) To present oral argument. 

(b> A nonparty participant shall not 
have the right: 

«1> To submit written Interrogatories 

(2) To conduct cross-examination. 

<c) Any person whose petition is the 
subject of the hearing shall have the 
same rights as a party. 

<d) The presiding officer shall permit 
a nonparty participant additional rights 
when he concludes that the participant's 
interests would not be adequately pro¬ 
tected otherwise or that broader partici¬ 
pation is required for a full and true dis¬ 
closure of relevant evidentiary facts, but 
the rights of a nonparty participant shall 
in no event exceed the rights of a party. 

§ 12.90 (!umlurl «! oral Itrarane* or con* 

All participants in a formal evidentiary 
public hearing shall conduct themselves 
with dignity and observe Judicial stand¬ 
ards of practice and ethics. They shall 
not indulge in personal attacks, unseemly 
wrangling, or Intemperate accusations or 
characterizations. A representative of 
any party shall use his best efforts to re¬ 
strain his client from improprieties in 
connection with any proceeding. Disre¬ 
spectful. disorderly, or contumacious 
language or contemptuous conduct, re¬ 
fusal to comply with directions, con¬ 
tinued use of dilatory tactics, or refusal 
to adhere to reasonable standards of 
orderly and ethical conduct during any 
such hearing, shall constitute grounds 
for immediate exclusion from the pro¬ 
ceeding at the direction of the presiding 
officer. 

§ 12.91 Time and place of prchcuriiijr 
conference. 

A prehearing conference shall com¬ 
mence at the date, time, and place an¬ 
nounced in the notice of hearing, or in a 
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Inter notkc. published in the Federal 
Register pursuant to 112.35<a> (8), or 
as specified by the presiding officer in a 
notice published in the Federal Register 
modifying a prior notice. At that con¬ 
ference the presiding officer shall estab¬ 
lish the methods and procedures to be 
used in developing the evidence, deter¬ 
mine reasonable time periods lor the 
conduct of the hearing, and designate 
the times and places for the production 
of witnesses for direct and cross-ex¬ 
amination if leave to conduct oral ex¬ 
amination is granted on any issue. Inso¬ 
far as is practicable at that time. 

§ 12.92 Prehearing conference proce¬ 
dure. 

(a) All participants in a formal evi¬ 
dentiary hearing shall appear at the 
prehearing conference fully prepared to 
discuss In detail and resolve all mat¬ 
ters specified in paragraph (b> of this 
section as may be issued by the Com¬ 
missioner or the presiding officer. 

(1) All participants shall cooperate 
fully at all stages of the proceeding to 
achieve the objective of a fair and ex¬ 
peditious hearing, through advance pre¬ 
paration for the prehearing conference. 
Including communications between the 
participants, requests for information 
at Lhc earliest possible time, and the 
commencement of preparation of testi¬ 
mony. The failure of any participant to 
appear at the prehearing conference or 
to raise any matters that could reason¬ 
ably be anticipated and resolved at the 
prehearing conference shall not be per¬ 
mitted to delay the progress of the hear¬ 
ing and shall consitute a waiver of the 
rights of the participant with regard 
thereto, including all objections to the 
agreements reached, actions taken, or 
rulings issued by the presiding officer 
with regard thereto, and may be grounds 
for striking his participation pursuant to 
4 12.45. 

(2) Each participant shall bring to the 
prehearing conference ito the first ses¬ 
sion or, if that is impracticable, to a sub¬ 
sequent session scheduled by the presid¬ 
ing officer) the following specific infor¬ 
mation, which shall be filed with the 
Hearing Clerk pursuant to 112.82. 

U) Any additional data or informa¬ 
tion to supplement the submission filed 
pursuant to 112.85, which may be filed 
If approved pursuant to 6 12.85(c). 

ill) A list of all witnesses whose testi¬ 
mony will be offered, orally or in writing, 
at the hearing, together with a full cur¬ 
riculum vitae for each such witness. Ad¬ 
ditional witnesses may later be Identi¬ 
fied. with the approval of the presiding 
officer, upon a allowing that the witness 
was not reasonably available at the time 
of tiie prehearing conference or that the 
relevance of hts views could not reason¬ 
ably have been foreseen at that time. 

(ill) All prior written statements, 
which shall include articles and any 
written statement signed or adopted, or 
a recording or transcription of an oral 
statement made, by the persons who 
have been identified as witnesses if all 
of the following conditions apply: 
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(a) The statement is available with¬ 
out making request of the witness or any 
other person. 

<b> The statement relates to the sub¬ 
ject matter of the witness's testimony. 

<c> The statement either was made 
before the time the person agreed to be¬ 
come r w itness or has been made publicly 
available by the person. 

(b> The presiding officer shall conduct 
a prehearing conference for the follow T - 
ing purposes: 

«1) To determine the areas of factual 
disagreement which are to be considered 
at the formal evidentiary hearing. The 
presiding officer may: , 

(1) Require each participant to pre¬ 
pare and file written statements of posi¬ 
tion on the areas of disagreement de¬ 
scribed in tire notice of hearing. 

dll Require each participant to sum¬ 
marize the testimony which he proposes 
to present in support of his position, and 
to describe and Justify any additional 
documentary evidence not included with 
the submission pursuant to } 12.93 and 
expected to be introduced. 

«ili> Consider oral or written argu¬ 
ment with respect to the areas of dis¬ 
agreement described in the notice of 
hearing or with respect to objections 
thereto. 

(iv> Hold conferences off the record in 
an effort to reach agreement as to fac¬ 
tual questions on which disagreement 
exists, except that all statements as to 
areas of disagreement shall be reduced 
to writing or be the subject of a verbatim 
transcript approved by the participants. 

(2) To identify the most appropriate 
techniques for the development of the 
evidence on issues In controversy in addi¬ 
tion to the submissions pursuant to 
8 12.85. and the manner and sequence 
in which they will be used. Including, 
where oral examination is to be con¬ 
ducted, the sequence in which w itnesses 
will be produced for, and the time and 
place of, the oral examination. The 
methods and procedures which the pre¬ 
siding officer may consider for use in de¬ 
veloping tiie evidence include but are not 
limited to: 

ti) Submission of narrative state¬ 
ments of position on each factual issue 
in controversy. 

(ii> Submission of evidence or identi¬ 
fication of previously submitted evidence 
in support of such statements, such as 
affidavits, verified statements of fact, 
data, studies, reports, and any other type 
of written material. 

< lli > Identification of all witnesses and 
submission of testimony of such wit¬ 
nesses. 

<lv> Exchange of written Interroga¬ 
tories directed to particular witnesses for 
the purpose of developing the evidence 
on particular disputed facts. 

<v> Written requests to any party for 
the production of additional documenta¬ 
tion. data, or other Information relevant 
and material to the facts in issue. 

ivi> Submission of written questions 
to be orally propounded by the presiding 
officer to a specific witness. 

(vli) Isolation of disputed facts as to 
which oral examination and'or cross- 


examination Is appropriate pursuant to 
112.87(b). 

(3> To group participants with sub¬ 
stantially like interests for purposes of 
eliminating duplicative or repetitive de¬ 
velopment of the evidence, making and 
arguing motions and objections, includ¬ 
ing motions for summary decision, filing 
briefs, and presenting oral argument. 

<4» To hear and determine objections 
to the admission into evidence of data 
and information submitted pursuant to 
5 12.85. 

<5i To Investigate the possibility of 
obtaining stipulations and admissions of 
facts. 

<6» To consider such other matters 
and take such other action as may aid 
in the expeditious disposition of the pro¬ 
ceeding. 

<c> The presiding officer shall prepare 
a written prehearing order reciting tiie 
actions taken at the prcliearlng confer¬ 
ence and setting forth the schedule for 
the hearing. Such order shall include a 
written statement of the areas of factual 
agreement and disagreement and of the 
methods and procedures to be used in 
developing the evidence and the respec¬ 
tive duties of the parties in connection 
therewith. Such order shall control the 
subsequent course of the hearing unless 
modified by the presiding officer for good 
cause shown. 

§ 12.93 Stiinmiirv drn^Min*. 

<a> Any participant in a formal evi¬ 
dentiary public hearing may. after com¬ 
mencement of the hearing, submit to the 
Hearing Clerk pursuant to $ 12.80 a mo¬ 
tion with or without supporting affidavits 
for a summary decision in his favor with 
respect to any issue under consideration. 
Any other participant may. within 10 
day* after service of the motion, which 
time may’ be extended for an additional 
10 days by the presiding officer for good 
cause shown, serve opposing affidavits or 
countermove for summary decision. The 
presiding officer may. In his discretion, 
set the matter for argument and call for 
the submission of briefs. 

<b) The presiding officer shall grant 
such motion if the objections, requests 
for hearing, other pleadings, affidavits, 
and any material filed in connection w1th 
the hearing, or matters officially noticed, 
show that there is no genuine issue as to 
any material fact and that a participant 
is entitled to summary decision. 

(c> Affidavits shall set forth such facts 
as would be admissible in evidence and 
shall show affirmatively that the affiant 
is competent to testify to the matters 
stated therein. When a motion for sum¬ 
mary decision is made and supported as 
provided in this section, a participant op¬ 
posing the motion may not rest upon 
mere allegations or denials or general 
descriptions of positions and contentions. 
His response, by affidavits or as otherwise 
provided in this section, must set forth 
specific facts show ing that there is a gen¬ 
uine i&suc of fact for the hearing. 

<d> Should it appear from the affi¬ 
davits of a participant opposing the mo¬ 
tion that he cannot, for sound reasons 
stated, present by affidavit facts essential 


FEDERAL REGISTER. VOl. 42, NO. 55— TUESDAY. MARCH 22. 1977 









RULES AND REGULATIONS 


15593 


to justify his opposition, the presiding 
officer may deny the motion for sum¬ 
mary decision or may order a continu¬ 
ance to permit affidavit* or additional 
evidence to be obtained or may make 
such order as is just. 

<e> If on motion under this section a 
summary decision is not rendered upon 
the whole cose or for all the relief asked, 
and development of evidentiary facts is 
found necessary, the presiding officer 
shall make an order specifying the facts 
that appear without substantial contro¬ 
versy and directing further evidentiary 
proceedings. The facts so specified shall 
be deemed established. 

<f > Any participant may obtain inter¬ 
locutory review by the Commissioner of 
a summary decision of the presiding 
officer. 

§ 12.94 Kooript of rviclrner. 

(a) A formal evidentiary public hear¬ 
ing consists of the development of evi¬ 
dence and the resolution of factual Issues 
in the manner set forth in the proce¬ 
dures established In this subpart and in 
the order issued by the presiding officer 
after the prehearing conference. 

<b> All orders issued by the presiding 
officer, transcripts of oral hearings or 
arguments, written statements of posi¬ 
tion, written direct testimony, written 
Interrogatories and the responses there¬ 
to. and any other data, studies, reports, 
documentation, information, and other 
written material of any kind submitted 
in the proceeding shall be a part of the 
administrative x^ecord of the hearing, and 
shall be placed on public display in the 
office of the Hearing Clerk promptly upon 
receipt in that office, except as provided 
in I 12.105. 

<c> A written submission to the record 
shall be admissible as evidence unless a 
participant objects and the presiding offi¬ 
cer excludes it as inadmissible. 

< 1) The presiding officer shall exclude 
written evidence as inadmissible only on 
the following grounds: 

<i> The evidence is a document that 
is not authentic, or 

(ii) Exclusion of part or all of the 
written evidence of a participant Is nec¬ 
essary or appropriate to enforce the re¬ 
quirements of this subpart. 

<2) The presiding officer shall not ex¬ 
clude any written evidence as inadmis¬ 
sible on the ground that it is irrelevant, 
immaterial, or repetitive. All such written 
evidence shall be admitted even if It is of 
no probative value. Irrelevant or imma¬ 
terial written evidence shall be regarded 
os such and shall not be given weight 
or probative value because of its ad¬ 
mission. 

<S) Any written evidence excluded by 
the presiding officer as inadmissible shall 
remain a part of the administrative rec¬ 
ord, as an offer of proof, for purposes of 
Judicial review. 

<d) Oral testimony, whether on direct 
or on cross-examination, shall be admis¬ 
sible as evidence unless a participant 
objects and the presiding officer excludes 
it as Inadmissible, 


(1) The presiding officer shall exclude 
oral evidence as Inadmissible only on the 
following grounds: 

(!) The oral evidence is irrelevant, Im¬ 
material, or repetitive, or 

(ii) Exclusion of port or all of the oral 
evidence of a participant is necessary 
or appropriate to enforce the require¬ 
ments of this part. 

(2) Whenever oral evidence Is ex¬ 
cluded by the presiding officer as inad¬ 
missible. the participant may take writ¬ 
ten exception to such ruling in his brief 
to the Commissioner, without formally 
taking oral exception at the hearing, 
Upon review, the Commissioner may re¬ 
open the hearing to permit such evidence 
to be admitted if he determines that its 
exclusion was erroneous and prejudicial. 

fe) All participants shall be respon¬ 
sible for apprising themselves of the 
contents of the administrative record in 
timely fashion for purposes of formulat¬ 
ing objections to the admissibility of any 
item into evidence and evaluating the 
need for the submission of additional 
evidence. 

<f) The presiding officer shall, on his 
own initiative as the circumstances war¬ 
rant. or upon the motion of any partici¬ 
pant for good cause shown, schedule 
conferences to monitor the progress of 
the hearing, narrow and simplify the is¬ 
sues, and consider and rule on motions, 
requests, and other matters concerning 
the development of the evidence. 

<g> The presiding officer shall conduct 
such proceedings as are necessary for the 
taking of oral testimony, for the oral 
examination of witnesses by the presid¬ 
ing officer on the basis of written ques¬ 
tions previously submitted to him by the 
parties, and for the conduct of cross- 
examination of witnesses by the parties. 
The presiding officer shall screen written 
questions submitted to him to be asked 
orally of witnesses in order to exclude 
Irrelevant or repetitious questions. The 
presiding officer shall limit oral cross- 
examination to prevent irrelevant or 
repetitious examination. 

<h> The presiding officer shall order 
thot the proceedings be closed for the 
taking of oral testimony relating to mat¬ 
ters specified in ft!0.20(j)(3> of this 
chapter. Participation in such closed 
proceedings shall be limited to the wit¬ 
ness. his counsel, and Federal Govern¬ 
ment Executive Branch employees and 
special government employees. 8uch 
closed proceedings shall be permitted 
only for such oral testimony as directly 
relates to matters specified in § 10.20 
<j><3) of this chapter and shall not in¬ 
clude other matters. 

M> Any party may At any time move 
for an order that the taking of evidence 
be concluded. Such motion shall be 
granted unless within 10 days of service 
thereof a participant files an opposition 
to such motion, supported by an affidavit 
stating that he wishes to submit, or by 
specified means adduce, additional evi¬ 
dence on facts relevant to the issues at 
the hearing, describing the Nature of 
such evidence, and estimating the time 


nece&snry to submit or adduce it. In the 
event that such an opposition Is filed, the 
presiding officer may (1) grant the mo¬ 
tion if it appears that the evidence de¬ 
scribed In the affidavit filed in support of 
the opposition docs not relate to rele¬ 
vant facts or is duplicative or cumulative 
of evidence already on record at the 
hearing, <2> deny the motion, (3) 
grant the motion but postpone its effect 
to a specified date In order that the par¬ 
ticipant opposing it may submit or ad¬ 
duce the evidence described in the affi¬ 
davit, or (4) tnke such other action os is 
appropriate under the circumstances. 
Upon the denial of a motion made under 
this paragraph, or the granting of a mo¬ 
tion with a postponed effective date, no 
participant may submit additional evi¬ 
dence unless he has filed an opposition 
to the motion, and any participant who 
has filed an opposition shall confine the 
submission of additional evidence to the 
matters set forth in the affidavit In 
support of the opposition. 

§ 12.95 Official notice. 

(a) Official notice may be taken of 
such matters as might be judicially no¬ 
ticed by the courts of the United States 
or of any other matter peculiarly within 
the general knowledge of the Food and 
Drug Administration as an expert 
agency. 

(b) Where official notice Is taken of a 
material fact not appearing in the evi¬ 
dence of record, any participant, on 
timely request, shall be afforded an op¬ 
portunity to show the contrary. 

§ 12.96 Brief* ami argument. 

(a) As soon as possible after the com¬ 
pletion of the taking of evidence, the 
presiding officer shall announce a sched¬ 
ule for the filing of briefs. Briefs shall 
include a statement of position on each 
issue as supported by the evidence of 
record, with specific and complete cita¬ 
tions to the evidence, together with cita¬ 
tions of points of law relied upon. Briefs 
shall contain propoced findings of fact 
and conclusions of law. 

(b) The presiding officer may permit 
the presentation of oral argument at his 
discretion and in such manner as he be¬ 
lieves is both practical and fair. 

<c> Briefs and oral argument shall 
attempt to refrain from disclosing spe¬ 
cific details of written and oral testimony 
and documents relating to matters spec¬ 
ified in ft 10 20<j> (3) of tills chapter, but 
any reference essential to resolution of 
the issues Involved shall be permitted 

§ 12.97 Interlocutory jipjH.tl from rul¬ 
ing of providing officer. 

• a) Except as provided In paragraph 
<b> of this section and In ftft 12.35(b), 
12.45(g), 12.75(a), 12.93(f), and 12.99(c), 
where an interlocutory appeal Is specifi¬ 
cally authorized by this subpart, rulings 
of the presiding officer may not be ap¬ 
pealed to the Commissioner prior to his 
consideration of the entire administra¬ 
tive record of the healing. 

<b) Any ruling of the presiding officer 
shall be the subject of on interlocutory 
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appeal to the Commissioner where the 
presiding officer certifies on the record or 
In writing that such an interlocutory ap¬ 
peal is necessary to prevent exceptional 
delay, expense, or prejudice to any par¬ 
ticipant. or substantial harm to the pub¬ 
lic Interest. 

ic> Where an interlocutory' appeal la 
made to the Commissioner, any partici¬ 
pant may file a brie! with the Commis¬ 
sioner within such iieriod as the Com¬ 
missioner directs. Oral argument will be 
heard only at the discretion of the Com¬ 
missioner. 

§ 12.98 Official tmii«rrtpl. 

(n» Any oral testimony given at a for¬ 
mal evidentiary public hearing shall be 
reported verbatim. The presiding officer 
will make provision for a stenographic 
record of the testimony and for such 
copies of the transcript thereof as he re¬ 
quires for his own purpose. 

<b> One copy of such transcript shall 
be placed on public display in the office 
of the Hearing Clerk upon receipt, where 
it may be reviewed by any interested 
person. 

<ci Any person desiring a copy of the 
transcript of the testimony taken at the 
hearing or of any part thereof shall be 
entitled to the same, except as provided 
In f 12.105. upon application to the offi¬ 
cial reporter and payment of the costs 
thereof or pursuant to the provisions of 
Part 20 of tills chapter 

§ 12.90 MoIhhu. 

(a> Any participant may make a 
motion. Including any request, to the 
presiding officer with respect to any mat¬ 
ter relating to the proceeding. All mo¬ 
tions shall be filed pursuant to 5 12 80. 
except those made in the course of an 
ora! hearing before the presiding officer. 

fb> Within 10 days after sendee of any 
such motion, which may be shortened to 
3 days or extended for an additional 10 
days by the presiding officer for good 
cause shown, nny participant in the 
proceeding may file a response to the 
motion. 

<c> The presiding officer shall rule 
upon such motion and may certify such 
motion, together with his tailing, to the 
Commissioner (or interlocutory review’. 

Subpart F—Administrative Record 

§ 12.FOR Sdinint-Irjilh r rrcorrl of ;i for¬ 
mal cvidrntiiiry public hearing. 

<a> The record of the administrative 
proceeding shaU comist of the following: 

<1> The order or regulation which 
gave rise to the hearing. 

<2> All objections and requests for 
hearing filed by the Hearing Clerk pur¬ 
suant to 35 12.5 through 12.22. 

<3> The notice of hearing published 
pursuant to i 12.35. 

<4» All notices of participation filed 
pursuant to I 12.4&. 

<$i All Federal Register notices per¬ 
tinent to the proceeding. 

(6> All submissions filed pursuant to 
£ 12.82. e.g., the submissions required by 
I 12.85. all other documentary evidence 
and written testimony, pleadings, state- 
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menu of position, briefs, and other simi¬ 
lar documents. 

(7 > The transcript, written order, and 
all other documents relating to the pre- 
hearing conference, prepared pursuant 
to £ 12 .92. 

i8> All documents relating to any mo¬ 
tion for summary decision pursuant to 
f 12.93. 

<0> All documents of which official 
notice is token pursuant to f 12.95. 

<10> All plcadines filed pursuant to 
$ 12.96. 

< 11) All documents relating to any in¬ 
terlocutory appeal pursuant to $ 12.97. 

< 12» All transcripts prepared pursuant 
to £ 12.98. 

< 13) Any other documents relating to 
the hearing and filed with the Hearing 
Clerk by the presiding officer or any par¬ 
ticipant 

<b> The record of the administrative 
proceeding shall be closed: 

< 1) With respect to the taking of evi¬ 
dence. at the time specified in | 12 94< g >. 

<2> With respect to pleadings, at the 
time specified In § 12 96<a> for the filing 
of brief6. 

«c» The presiding officer may. in his 
discretion, reopen the record to receive 
further evidence at any ttme prior to the 
filing of a recommended or initt&l deci¬ 
sion. 

s 12.10.1 l .kiimiiml i«Ml of tultiiiiiUlriilivf 
rrcoitl, 

The availability for public examina¬ 
tion and copying of each document which 
U a port of the administrative record of 
the hearing shall be governed by the pro¬ 
visions of § 10.20' j * of this chapter. Each 
document which is available for public 
examination or copying shall be placed 
cm public display in the office of the 
Hearing Clerk promptly upon receipt in 
that office. 

§ 12.1 10 (jtrrnlioit nf mlniiniMf ut»\r 

rrrortl. 


After the close of the taking of evi¬ 
dence. the presiding officer shall afford 
witnesses, participants, and their coun¬ 
sel time, not longer than 30 days except 
in unusual cases, in which to submit 
written proposed corrections of the tran¬ 
script of any oral testimony taken at the 
healing, pointing out errors tliat may 
have been made in transcribing the testi¬ 
mony. The presiding officer shall 
promptly thereafter order such correc¬ 
tions made as in hU Judgment are re¬ 
quired to make the transcript conform 
to the testimony! 

§ 12.1 1.7 Kcrorrl fur nrtrutnUlralhr dr- 
ration. • 

The adminLstative record of the hear¬ 
ing specified ip 1 12.100 .shall constitute 
the exclusive record for decision 

Subpart G—Initial and Final Decisions 
§ 12.120 Iniltid drrition. 

• a * Within 90 days after the filing of 
briefs and any oral argument pursuant 
to $ 12.96. the presiding officer shall pre¬ 
pare and file an Initial decision based 
solely upon the administrative record of 
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the hearing. The time for filing an initial 
decision may be extended by the Com¬ 
missioner upon request of the presiding 
officer stating reasons therefor. 

<b> The initial decision shall contain; 

<1> Findings of fact based upon rele¬ 
vant, material, and reliable evidence of 
record. 

i2» Conclusions of law. 

<3» A full articulation of the reasons 
for the findings and conclusions. Includ¬ 
ing a discussion of the significant factual 
and legal contentions made by any par¬ 
ticipant. 

<4 > Full citations to the administrative 
record supporting the findings and 
conclusions. 

'5» An appropriate regulation or order 
supported by substantial evidence of rec¬ 
ord and based upon the findings of fact 
and conclusions of law. 

*6 > An effective date for the regulation 
or order. 

<c» The initial decision shall attempt 
to refrain from disclosing specific details 
of written and oral testimony and docu¬ 
ments rein ting to matters specified in 
f 10,20*j) *3* of this chapter, but any 
references essential to resolution of the 
issues Involved shall be permitted. 

, <d> The Initial decision shall be filed 
with the Hearing Clerk and served upon 
all participants. 

e* The Initial decision shall become 
the final decision of the Commissioner 
by operation of law' unless a participant 
in the proceeding files timely exception* 
with the Hearing Clerk pursuant to 
f 12.125* a.» or the Commissioner, on his 
own initiative, files with the Hearing 
Clerk a notice of review pursuant to 
ff 12.125'f). 

«f * Notice that an initial decision has 
become the decision of the Commis¬ 
sioner without appeal to or review by 
the Commissioner shall be publislied in 
the Federal Register, or the Commis¬ 
sioner may publish the entire decision if 
he determines that It is of widespread 
public interest. 

§ 12.127 Appeal from or n un* of in¬ 
itial iliTi*iim. 

(a) Any participant in a proceeding 
may appeal an initial decision to the 
Commissioner by filing exceptions to the 
initial decision with the Hearing Clerk, 
and serving such exceptions on the other 
ixorticipants. Exceptions will be filed and 
served within the period specified in the 
initial decision. Such period shall not 
exceed 30 days, unless extended by the 
Commissioner pursuant to paragraph 
<d> of this section. 

ib» Exceptions to the initial decision 
shall contain specific statements of al¬ 
leged error in the findings of fact or 
conclusions of law in the initial decision, 
with specific reference to those parts of 
the record upon which the exceptions are 
based If oral argument before the Com¬ 
missioner is desired, it shall be specifi¬ 
cally requested in the exceptions. 

(ci Any participant may file with the 
Hearing Clerk, and serve on the other 
participants, a reply to the exceptions 
of a participant A reply shall be filed 
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and served within the period specified in 
the initial decision. Such period shall not 
exceed 30 days after the period (includ¬ 
ing any extensions) for filing exceptions, 
unless extended by Die Commissioner 
pursuant to paragraph td) of thu sec¬ 
tion. 

< d) The Commissioner may extend the 
time for filing exceptions or replies to ex¬ 
ceptions for good cause shown. 

(e) After the filing of exceptions and 
replies, the Commissioner shall deter¬ 
mine whether he wishes to hear oral ar¬ 
gument on the matter. If the Commis¬ 
sioner concludes that he should hear oral 
argument on the matter, the participants 
shall be informed of the date, time, and 
place for such oral argument, the 
amount of time that will be allotted to 
each participant for such oral argument, 
and the Issues to be addressed. 

(f) Prior to 10 days following the ex¬ 
piration of the time for filing exceptions 
< including any extensions). the Commis¬ 
sioner may file with the Hearing Clerk, 
and serve on* the participants, a notice 
stating that he will review the initial de¬ 
cision on his own initiative. The Commis¬ 
sioner may invite the participants to file 
briefs or present oral argument on the 
matter. The time for filing hrlefs or pre¬ 
senting oral argument shall be specified 
in the notice of review or In a later notice. 

8 12.130 Dfrftion by ConmuH^Miicr on 
opitrai or re%te» of inataal dreanaon. 

(a) On appeal from or review of the 
tnttial decision, the Commissioner shall 
hare all the powers he would hare in 
making the initial decision. The Commis¬ 
sioner may. on his own initiative or on 
the motion of any participant, remand 
the proceeding to the presiding officer 
with specific directions, rg., to receive 
further evidence relating to a particular 
issue, where he concludes that such ac¬ 
tion is necessary far a proper decision in 
the matter. 

<b) The scope of the issues on appeal 
shall be the same as the scope of the 
issues at the public hearing unless the 
Commissioner specifies otherwise. 

<e> As soon as practicable after the 
filing of briefs and any oral argument, 
the Commissioner shall Issue in the Feu¬ 
dal RrcisTrx his final decision in the 
proceeding based solely upon the admin¬ 
istrative record of the hearing. Such 
final decision shall meet the require¬ 
ments established in f 12.120 (b) and (c). 

»d) The Commissioner may adopt the 
initial decision as the final decision, in 
whole or in part, if he concludes, after 
reviewing the administrative record, that 
it meets oil the requirements specified 
in f 12.120 <b> and <e> and represents a 
sound, reasonable, and fair decision 
based upon all relevant factual, legal, 
and policy considerations. 

(e) Notice of the Commissioner's deci¬ 
sion shall be published in the Fkdehu. 
Register, or the Commissioner may pub¬ 
lish the entire decision if he determines 
that it fa of widespread public interest. 

§ 12,139 Rrron«i«!<*rutir>n nmi slay of 
anion. 

Following notice or publication or the 
final decision, any participant may peti- 
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Uon the Commissioner for reconsidera¬ 
tion of any part or ail oX such decision 
pursuant to I 10.33 of this chapter or may 
petition for a stay of such decision pur¬ 
suant to | 10.35 of this chapter. 

Subpart H—Judicial Review 
§ 12.1 10 Hrvirw by lltc court*. 

<a> The Commissioner's final decision 
constitutes final agency action from 
which any participant may petition for 
judicial review pursuant to the statutory 
provisions governing the matter involved. 
Before requesting an order from a court 
for a stay of action pending review, any 
participant seeking court review shall 
first submit a petition for a stay of ac¬ 
tion pursuant to l 10.35 of this chapter. 

cb> The Food and Drug Administra¬ 
tion will request consolidation in a single 
court of all petitions for Judicial review 
related to a particular matter pursuant 
to 28 UJS.C. 21L2»a>. 

g 12.159 Copkft of prliliuvu f«>r judicial 
review. 

The Chief Counsel for the Food and 
Drug Administration has been desig¬ 
nated by the Secretary os the officer upon 
whom copies of petitions for Judicial re¬ 
view shall be served. Such officer shall be 
responsible for filing In the court the 
record of the proceedings on which the 
final decision is based. The record of the 
proceeding shall be certified by the 
Commioaioner. 


PART 13—PUBtIC HEARING BEFORE A 
PUBLIC BOARD OF INQUIRY 

S u bpa rt a—Gmnsrst Provisions 

Sec 

13.1 Scope. 

135 Nolle* of a public hearing before a 
Public Board of inquiry. 

13.10 Members of a Public Board of Inquiry. 
13.15 Separation of function*; ex parte 
communications; administrative 
support. 

Subpart B—Public Board of Inquiry Hearing 
Procedures 

13 20 Subrxurvslons to a Public Board of 
Inquiry. 

13.25 Disclosure of data and Information by 
the participant*. 

13-30 Proceeding* of a Public Board of 
Inquiry. 

Subpart C —Rm c ordx of a Public Hearing Before 
a Public Board of Inquiry 

*13.40 Administrative record of a Public 
Board of Inquiry. 

13.45 Examination of administrative record 
13.50 Record for administrative decision. 

Acrwmmr: Sec. 201 et £<?q. 52 Stot. 1040; 
21 U &.C. 321 et acq.; sec. I et aeq.. 58 Stat 
692. m amended: 42 D.8.C. 301 et seq ; see 4. 
84 Stat. 1241; 42 UBXJ. 257u: sec. 301 et eeq.. 
84 Stat. 1383; 21 U S C 821 et eeq.; aec. 400 
<b). 81 Stmt. 500; 21 UJS.C. 07915); sec 24 
(b). 82 Stat. 807; 21 UAC. 4d7f|b>; sec. 2 et 
aeq., 84 Stat. 1020; 21 U.8.C. 1031 et seq.: see*. 
1 through 0. 44 Stqt. 1101; 21 OAC. 141 et 
seq ; sees. I through 10. Chapter 338. 29 
Bfat. 004; 21 UJS.C. 41 et eeq.; sec. 2. et seq . 
44 Stat. 1400; 13 UJS.C. 401-ill note*: sec. I, 
et seq.. 80 8Ut. 1290. 15 UB.C. 1451 et seq, 
and all other statutory authority delegated 
to the Commissioner (21 CFR 5.1). 


Subpart A—General Provisions 
6 13.1 Scope. 

This part governs the practices and 
procedures applicable whenever: 

(a) The Commissioner concludes, in 
his discretion, that it is in the public 
interest to hold a public hearing before 
a Public Board oX Inquiry, hereinafter 
referred to as a "Board." with respect to 
any matter, or class of matters, of im¬ 
portance pending before the Food and 
Drug Administration. 

(b) Pursuant to specific provisions in 
other sections of this chapter, a matter 
pending before the Food and Drug Ad¬ 
ministration is subject to a public hear¬ 
ing before a Board, 

<c) A person who has a right to an 
opportunity for a formal evidentiary 
public hearing under Part 12 of this 
chapter waives that opportunity and in 
lieu thereof requests pursuant to { 12.32 
of this chapter the establishment of a 
Board to act as an administrative law* 
tribunal with respect to the matters in¬ 
volved. and the Commissioner, in his dis¬ 
cretion. accepts this request. 

§ 13.5 o4 a fmhltr Iwtring br- 

f or* a Public Board «f Inquire. 

If the Commissioner determines that 
a Board should be established to conduct 
a public hearing on any matter, he shall 
publish in the Federal Register a no¬ 
tice of hearing setting forth the follow¬ 
ing information: 

<a> If tlie hearing is pursuant to t 13.1 
(a) or <b>, all applicable information 
described in 11232(e) of this chapter. 

(1) If any written document fa to be 
the subject matter of the bearing, it 
shall be published as part of the notice, 
or reference shall be made to it If it has 
already been published in the Fcumui 
Register, or the notice shall state that 
the document is available from the 
Hearing Clerk or an agency employee 
designated in the notice 

*2) For purposes of any hearing pur¬ 
suant to $ 133 la) or tbj. all partici¬ 
pants who file a notice of appearance 
pursuant to I 1232ie) oX this 

chapter shall be deemed to be parties and 
shall be entitled to participate in selec¬ 
tion of the Board pursuant to 0 1X15* bl. 

• b) H the hearing fa in lieu of a formal 
evidentiary hearing as provided in | 13.1 
<c>, an of the information described In 
I 12.331 e) of this ctinpter. 

g 15,10 M. mWr> of a PuUu BowJ of 
wipfry. 

•a* AD members of a Board shall have 
medical, technical, scientific, or other 
qualifications relevant to the issues to be 
considered at the bearing, shall be sub¬ 
ject to the conflict of Interest rules ap¬ 
plicable to special government employ¬ 
ees, and shall be free from bias or prej¬ 
udice with respect to the tesucs involved. 
A member of a Board may be a full-time 
or part-time Federal government em¬ 
ployee or may serve on a Food and Drug 
Administration advisory committee but. 
except with the agreement of all parties, 
shall not currently be a full-time or part- 
time employee of the Food and Drug Ad¬ 
ministration or otherwise act as a sne- 
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clal government employee of the Food 
and Drug Administration. 

(b) The director of the bureau of the 
Food and Drug Administration respon¬ 
sible for the matter which is the subject 
of a public hearing before a Board, the 
other parties to the proceeding, and any • 
person whose petition is the subject of 
the hearing, shall, within 30 days after 
publication of the notice of hearing in 
the Federal Register, each submit to 
the Hearing Clerk the names and full 
curricula vitae of five nominees for mem¬ 
bers of the Board. Nominations shall 
state that the nominee is aware of the 
nomination, is interested in becoming a 
member of the Board, and appears to 
have no conflict of interest. 

< 1 > Any two or more persons entitled 
to submit nominees may in consulation 
with each other agree upon a Joint list 
of five quallfled nominees. 

< 21 In addition to being filed with the 
Hearing Clerk, the lists of nominees and 
comments thereon shall be submitted to 
the persons who are entitled to sub¬ 
mit a list of nominees pursuant to this 
paragraph but not to all participants. 
They shall be held in confidence by the 
Hearing Cleric as part of the adminis¬ 
trative record of the proceeding and shall 
not be available for public disclosure, and 
shall slmtiarily be held in confidence by 
all persons who submit or receive them. 
This portion of the administrative record 
shall remain confidential but shall be 
available for judicial review in the event 
that it becomes relevant to any issue 
before a court, 

<3> Within 10 days after receipt of 
such names of nominees, such persons 
may submit comments to the Hearing 
Clerk on whether the nominees of the 
other persons meet the criteria estab¬ 
lished in paragraph <a> of this section. 

<c) After reviewing the lists of nomi¬ 
nees and any comments thereon, the 
Commissioner shall choose three qual¬ 
ified persons as members of a Board. One 
member shall be chosen from the lists 
of nominees submitted by the director 
of the bureau responsible for the matter 
and by any person whose petition Is the 
subject of the hearing. The second mem¬ 
ber shall be chosen from the lists of 
nominees submitted by the other par¬ 
ties The Commissioner shall then choose 
the third member from any source, who 
shall be the Chairman of the Board. 

< 1» If the Commissioner is unable to 
find a qualified person with no conflict of 
interest from among a list of nominees 
submitted, or If additional information is 
needed, the Commissioner shall request 
once from the party involved the sub¬ 
mission of such additional nominees or 
information as is necessary to choose a 
qualified member of the Board nom¬ 
inated by that person. 

i2» If a person fails to submit a list 
of nominees as required by paragraph 
<b» of this section, the Commissioner 
may choose a qualified person in lieu of 
a person nominated by that person with¬ 
out further consultation with that 
person. 

<3» The Commissioner shall announce 
the members of a Board by filing a mem¬ 
orandum in the record of the proceeding 
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and sending a copy to each participant 
who has filed a notice of appearance. 

id) In lieu of the procedure for selec¬ 
tion of the members of a Board specified 
in paragraphs <b) and (c) of this sec¬ 
tion. the director of the bureau, the other 
party or parties to the proceeding, and 
any person whose pctUldh is the subject 
of the hearing, may. with the approval 
of the Commissioner, agree that any 
standing advisory committee listed In 
9 14.80 of this chapter shall constitute 
the Board for a particular proceeding, or 
that another procedure shall be used for 
selection of the members or the Board, 
or that the Board shall consist of a larger 
number of members. 

(e) The members of a Board shall 
serve as consultants to the Commissioner 
and shall be special government employ¬ 
ees or government employees. A Board 
shall function as an administrative law 
tribunal in the proceeding and is not an 
advisory committee subject to the re¬ 
quirements of the Federal Advisory Com¬ 
mittee Act or Part 14 of this chapter. 

<f> The chairman of a Board shall 
have the authority of a presiding officer 
set out in 9 12.70 of this chapter. 

§ 13.15 Separation of function*; cx 
parte communication*; ndminUtra- 
the support. 

<a> All proceedings of a Board shall 
be subject to the provisions of 910.55 of 
this chapter, relating to separation of 
functions and ex parte communications. 
Representatives of the participants in 
any proceeding before a Board, including 
any members of the Office of the Chief 
Counsel of the Food and Drug Adminis¬ 
tration assigned to advise the bureau re¬ 
sponsible for the matter, shall have no 
contact with the members of the Board, 
except as participants in such proceed¬ 
ing, and shall not participate in the de¬ 
liberations of the Board. 

(b> Administrative support for a 
Board shall be provided only by the office 
of the Commissioner and the Office of 
the Chief Counsel for the Food and Drug 
Administration. 

Subpart 8—Public Board of Inquiry 
Hearing Procedures 

§ 13.20 SithmUMoii* lo n Public Board 
of Inquiry. 

(a) All submissions relating to a hear¬ 
ing before a Board shall be filed with 
tiie Hearing Clerk pursuant to i 10.20 of 
this chapter. 

<b’ A copy of any such submission 
shall be sent by the person making the 
submission to each participant in the 
proceeding, except as provided in 99 13.10 
(b)(3) and 13.45 and except that sub¬ 
missions of documentary data and in¬ 
formation may but are not required to be 
sent to each participant. Any transmittal 
letter, summary, statement of position, 
certification pursuant to paragraph (d) 
of this section, or similar document ac¬ 
companying a submission of documen¬ 
tary data and Information shall be sent 
to each participant pursuant to this 
paragraph. 

<c> Any such submission shall be sent 
as required by paragraph <b> of this 


section by mailing it to the address 
shown in the notice of appearance or by 
personal delivery. 

<d> All submissions pursuant to this 
section shall be accompanied by a signed 
certification stating the extent to which 
the submission has been served on each 
participant, or is exempt from such serv¬ 
ice, pursuant to paragraph (b) of this 
section. 

fe) No written submission or other 
portion of the administrative record 
shall be held in confidence, except as 
provided in 5$ 13.10(b) <3) and 13.45. 

(f) Any participant who believes that 
compliance with the requirements of this 
section constitutes an unreasonable fi¬ 
nancial burden may submit to the Com¬ 
missioner a petition to participate in 
forma pauperis. 

(1) Such petition shall be pursuant to 
9 10.30 of this chapter, except that the 
heading shall be "REQUEST TO PAR¬ 
TICIPATE IN FORMA PAUPERIS. 

DOCKET NO. ..i_ ,# Pursuant to the 

guidelines established in 9 20.43 <b> and 
(c) of this chapter, such petition shall 
demonstrate that either (1) the person is 
indigent and his participation has a 
strong public interest justification, or i ii> 
such participation Is in the public in¬ 
terest because it can be considered pri¬ 
marily as benefiting the general public 

(2) If the Commissioner grants such 
petition, the participant shall be per¬ 
mitted to file only one copy of each 
submission with the Hearing Clerk, and 
It shall be the responsibility of the Hear¬ 
ing Clerk to make sufficient additional 
copies for the administrative record and 
to serve a copy upon each other 
participant. 

§ 13*25 DbcloMirc of data ami informa¬ 
tion by lhr participant*. 

<a) Before the notice of hearing is 
published pursuant to 113.5, the direc¬ 
tor of the bureau responsible for the mat¬ 
ters involved in the hearing shall submit 
to the Hearing Clerk: 

(1) The relevant portions of the exist¬ 
ing administrative record of the pro¬ 
ceeding. Those portions of the adminis¬ 
trative record of the proceeding which 
are not relevant to the Issues to be con¬ 
sidered at the public hearing shall not be 
submitted to the Hearing Clerk or placed 
on public display and shall not be part 
of the administrative record of the pro¬ 
ceeding. 

(2) A list of all persons whose views 
will be presented orally or in writing at 
the hearing. 

(3) All documents in his files contain¬ 
ing factual data and information, wheth¬ 
er favorable or unfavorable to his posi¬ 
tion, which relate to the issues involved 
in the hearing. 

<4) All other documentary* data and 
information on which he relies. 

(5) A signed statement that, to the 
best of his knowledge and belief, the sub¬ 
mission complies with the requirements 
of this section. 

(b) Within the time prescribed in the 
notice of hearing published pursuant to 
9 13.5, each participant shall submit to 
the Hearing Clerk all data and informa- 
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tton specified in paragraph <g> (2) 
through (5) of this section, and any 
objections with respect to the complete¬ 
ness of the administrative record filed 
pursuant to paragraph (a)UJ of this 
section. 

«c> The submissions required by para¬ 
graphs *a' and <b) of tht« section may 
be .supplemented later in the proceeding, 
with the approval of the Board, upon a 
showing that the views of the persons or 
the material contained in the supplement 
were not known or reasonably available 
when the initial submission was made or 
that the relevance of the views of the 
persons or the material contained in the 
supplement could not reasonably have 
been foreseen. 

(dj The failure to comply with the 
provisions of this section in the case of a 
participant shall constitute a waiver of 
the right to participate further in the 
hearing and in the cose of a party shall 
constitute a waiver of the right to a 
hearing, 

(«) The Chairman of the Board shall 
rule on questions relating to this section. 
Any participant dissatisfied with any 
such ruling may petition the Commis¬ 
sioner for Interlocutory review of that 
ruling. 

t 13.30 Proceeding* of a Public Hoard 
of Inquiry. 

(a) The purpose of a Board la to re¬ 
view medical, scientific, and technical is¬ 
sues fairly and expeditiously In order to 
reach a reasonable decision that is 
sound from a medical, scientific, and 
technical standpoint. The proceedings of 
a Board shall be conducted in the man¬ 
ner of a scientific Inquiry rather than as 
a legal trial. 

<b) Prior to the first hearing of 
a Board, all participant; in the hearing 
shall have submitted to the Hearing 
Clerk the data and information required 
to be disclosed pursuant to 1 13 25. sub¬ 
ject to the sanctions specified in 
f 13.25(d), 

<c> The Chairman of a Board shall 
call the first hearing of the Board at a 
reasonable time subsequent to receipt of 
the data and information specified In 
paragraph ib) of this section. Notice of 
the time and location of such hearing 
shall be published in the Federal Regis¬ 
ter at least 15 days in advance and the 
hearing shall be open * to the public. 
The director of the bureau responsible 
for the matter, the other parties, and 
all other participants shall have an 
opportunity at the first hearing to 
make an oral presentation of the data, 
information, and views which in their 
opinion are pertinent to resolution of the 
issues being considered by a Board. 
The Chairman shall determine the order 
In which these presentations shall be 
made. Each initial presentation shall be 
mode without interruption from other 
participants, but members of the Board 
may ask any questions that they wish. 
At the conclusion of each presentation, 
each of the other participants may 
briefly state questions and criticism of 
the presentation and may request 
that the Board conduct further question¬ 
ing with respect to specified matters. 


The Chairman and members of the 
Board may then ask further questions, 
and the Chairman may permit any other 
participant in the proceeding to ask 
questions if be determines this will 
facilitate resolution of the issues. 

«d> The bearing shall be informal in 
nature, and the rules of ev idence shall 
not apply. No motions or objections re¬ 
lating to the admissibility of data. In¬ 
formation, and views shall be made or 
considered, but other participants mav 
comment upon or rebut nil such data, 
information, and view's. No participant 
may interrupt the presentation of 
another participant for any reason. 

<e> Within the time specified by a 
Board after its first hearing is concluded, 
each participant in the proceeding may 
submit in writing such rebuttal data, in¬ 
formation, and views as he believes rele¬ 
vant to the issues, in accordance with the 
requirements of i 13 30. The Chairman 
of the Board shall thereafter schedule a 
second hearing if requested and Justified 
by any participant. A second hearing, 
and any subsequent hearing, shall be 
railed only if the Chairman concludes 
that it is necessary for the full and fair 
presentation of information thftt cannot 
otherwise adequately be considered and 
for the proper resolution of the Issues 
involved. Notice of the time and location 
of any such subsequent hearings shall 
be published in the Federal Register at 
least 15 days in advance of the date of 
such hearing and the hearings shall be 
open to the public. 

r f> A Board may consult with any per¬ 
son who It concludes may have data, in¬ 
formation, or views relevant to resolu¬ 
tion of the Issues involved. 

< 1 > Such consultation shall occur only 
at on announced hearing of a Board, and 
all participants shall have the right to be 
present and to suggest or. with the per¬ 
mission of the Chairman, conduct ques¬ 
tioning of such consultant and to pre¬ 
sent rebuttal data, information, and 
views, as provided In paragraphs (c> and 
<d> of this section, except that written 
statements may be submitted to the 
Board with the con&eut of all partici¬ 
pants. 

• 2) Any participant may submit to the 
Board a request that it consult with a 
specific person who may have data, infor¬ 
mation. or views relevant to the resolu¬ 
tion of the issues. 8uch requests shall 
state the reasons why the person named 
should be consulted and why the view’s 
of that person cannot reasonably be fur¬ 
nished to the Board by any means other 
than having the Food and Drug Admin¬ 
istration arrange for his appearance at 
a hearing of the Board. The Board may. 
in its discretion, grant or deny such a 
request. 

»g> All healings of a Board at which 
data, information, and views are pre¬ 
sented shall be transcribed. All such 
hearings shall be open to the public, 
except that the presentation of data and 
information which are prohibited from 
public disclosure pursuant to the provi¬ 
sions of $10.20(j)(3> of tills chapter 
shall be closed to all persona except the 
persons making and participating in the 
presentation and Federal Government 


Executive Branch employees and special 
government employees. At least a ma¬ 
jority of the members of the Board shall 
be present at every hearing. The execu¬ 
tive sessions of a Board, during which a 
Board deliberates on the tenues, ihall be 
dosed and shall not be transcribed. The 
report of the Board shall be voted upon, 
by all members of the Board. 

< h * All legal questions shall be referred 
to the Chief Counsel for the Food and 
Drug Administration for resolution. Any 
advice on any matter of procedure or 
any question of legal authority provided 
by the Chief Counsel shall be transmitted 
in writing and made a part of the record 
or presented in open session and tran¬ 
scribed. 

<i> After the conclusion of all public 
hearings a Board shall announce that the 
record te closed with respect to the gath¬ 
ering of data and information. The 
Board shall provide an opportunity for 
all participants to submit a written 
statement of their positions, with pro¬ 
posed findings and conclusions, and may. 
In Its discretion, provide an opportunity 
for participants to summarize their posi¬ 
tions orally to assist the Board in its 
deliberations on the issues involved. 

<J> At the conclusion of its delibera¬ 
tions. a Board shall prepare its decision 
on all of the Issues, which shall include 
specific findings and references support¬ 
ing and explaining its conclusions, and 
a detailed statement of the reasoning on 
w’hlch the conclusions are based. Any 
member of the Board may file a separate 
report stating additional or dissenting 
view’s. 

Subpart C—Records of a Public Hearing 
Before a Public Board of Inquiry 

§ 13. iO IdminUtralhr nvunl of u Pub¬ 
lic li«wrd of Inquiry. 

<a> The administrative record of a 
hearing before a Board shall consist of 
the following: 

< 1 1 All relevant Federal Register 

notices. 

<2j All written submissions pursuant 
to S 13.20. 

<3) The transcripts of all hearings of 
the Board. 

• 4) The recommended or initial deci¬ 
sion of the Board. 

«b> The record of the administrative 
proceeding shall be closed: 

tl) With respect to the gathering of 
information and dnta. at the time speci¬ 
fied in 5 13.30(1). 

'2 1 With respect to pleadings, at the 
time specified in i 13.30(1) for the filing 
of a written statement of position with 
proposed findings and conclusions. 

<c> The Board may, in its discretion, 
reopen the record to receive further evi¬ 
dence at any time prior to the filing of 
a recommended or initial decision. 

§13.13 b xaimnnlioia of admini-lrali\o 
record. 

(a* The availability for public exami¬ 
nation and copying of each document 
which is a port of the administrative 
record of the hearing shall be governed 
by the provisions of § 10.20'j) of this 
chapter. Each document which is avail¬ 
able for public examination or copying 
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shall be placed on public display In the 
office of the Hearing Clerk promptly upon 
receipt in that office. 

<b> Lists of nominees and comments 
thereon submitted pursuant to $ 13.10 
<b> «3> shall be subject to the provisions 
of i 10.20'J»<3i of this chapter. 

§ 13.,T(I Record for «<fniini*lrathr doci- 
don< 

The administrative record of the hear¬ 
ing specified in I 13.40<a> shall consti¬ 
tute the exclusive record for decision. 


PART 14—PUBLIC HEARING BEFORE 
A PUBLIC ADVISORY COMMITTEE 

Subpart A—General Provi%ion\ 

Sec, 

14 1 Scope 

14 5 Purpose of proceedings before a pub¬ 

lic advisory committee. 

14 7 Administrative remedies 

14.10 Applicability to Congress. 

M l5 Committees working pursuant to a 
contract with thrv Food and Drug 
Administration. 

14 19 Application of antlcaucer clauses 

Subp.irt 8—Public Advisory Committee Meeting 
Procedures 

14 20 Notice of public hearing before a 
public advisory committee. 

14.22 Meetings of a public advisory com¬ 
mittee. 

14.25 Portion* of public advisory commit¬ 
tee meeting* 

14.27 Determination to dose portions of 
public advisory committee meet¬ 
ings 

14.29 Conduct of a public hearing before a 

public ad\*t»ory commltttee. 

14.30 Chairman of a public advisory com¬ 

mittee. 

14 31 Consultation by a public advisory 
committee with other persons. 

14.33 Compilation of materials for mem¬ 
bers of a public advisory commit¬ 
tee, 

14 35 Written submissions to a public ad¬ 
visory committee. 

14.30 Additional rules for a particular 
public advisory committee. 

Subpait C—establishment of Public Advisory 
Committees 

14 40 Establishment and renewal of pub¬ 
lic advisory committee*. 

14 55 Termination of public advisory 
committees. 

Subpart O—Records of Meetings and Public 

Hearings Before Public Advisory Committees 

14.00 Minutes and report* or public ad¬ 
visory committee meetings. 

14.01 Transcripts of public advisory com¬ 
mittee meetings 

14.05 Public Inquiries and requests for 

public advisory committee records. 

14 70 Administrative record of a public 

hearing before a public advisory 
committee meeting. 

14.7ft Examination of administrative rec¬ 

ord and other advisory committee 
records. 

Subpart C—Mambars of Public Advisory 
Committees 

14 80 Qualifications for member* or stand¬ 
ing policy and technical advisory 
committees. 

•14.82 Nominations of voting members of 
standing advisory committees. 

14 84 Nominations and seteotion of non- 
volt ng members of standing tech¬ 
nical advisory committees 

14 -86 Rights and responsibilities of non- 
voting members of advisory com¬ 
mittees. 


Sec. 

14.90 Ad hoc advisory committee members 
14.05 Compensation of public advisory 
committee members 

Subpart F —Standing Advisory Committees 

14.100 List of standing advisory committees. 

Subpart G—Technical Electronic Products 
Radiation Safety Standards Committee 

14 120 Establishment of the Technical Elec¬ 
tronic Product Radiation Safety 
Standards Committee (TEPRSSC I. 
14.122 Punctton* of TEPR SSC 
14 125 Procedure* of TEPRSSC 
14.127 Membership of TEPRSSC. 

14 130 Conduct of TEPRSSC meetings; 
availability of TEPRSSC records 

Subpart M—Color Additive Advisory Committees 

14 140 Establishment of a color additive 
advisory committee 

14.142 Functions of a color additive advi¬ 
sory committee. 

14 145 Procedures or a color additive advi¬ 
sory committee. 

14 147 Membership of a color additive ad¬ 
visory committee. 

14.155 Fees and compensation pertaining to 
a color additive advisory commit¬ 
tee. 

Subpart I—Public Advisory Committees for 
Human Prescription Drugs 

14.160 Establishment of atanding technical 
public advisory committees for hu¬ 
man prescription drugs. 

14 171 UtltlKAtlon of a public advisory com¬ 
mittee on tho initiative of the Food 
and Drug Administration. 

14 172 Utilisation of a public advisory com¬ 
mittee at the request of an inter¬ 
ested person 

14 17» Advice and recommendations In writ¬ 
ing. 

Authority Sec. 201 ct req.. Pub L 717. 
52 Stat. 1040 as amended <21 US.C 321 et 
seq.); *ec 1 et neq.. Pub. L. 410. 68 Stat. 
682 as amended (42 U.8.C. 201 et seq); sec. 
4. Pub L 01-613. 84 Stat. 1241 <42 OAC. 
257a l : sec 301 et seq . Pub. L. 91-513. 84 Slat 
1253 <21 OAC. 821 et seq.); sec. 400<b>, 
Pub L. 242. 81 Stat. 000 <31 UjS.C. 679(b)); 
sec 24<b) Pub. L. 85-172. 82 Stat 807 <21 
U.S.C 467f(b)); sec 2 et seq.. Pub. L. 91 697. 
84 Stat 1620 <21 U8-C. 1031 et seq.); secs 
1 through 9. Pub. L. 625. 44 Stat 1101-1103 
as untended <21 U.S.C. 141-149); secs. I 
through 10. Chapter 358. 29 8t«t. 604-000 a» 
amended <21 US.C. 41-50); ecc. 1 et seq.. 
Pub. L 783. 44 Stat. 1406 as amended <15 
U.S.C 401 et veq.i; sec. 1 et seq.. Pub. L 80 
755. 80 Stat 1290 a* amended < i5 US-C. 1451 
et seq ). 

Subpart A—General Provisions 
§ 1 1.1 Scope. 

ia» Tills part governs the practices 
and procedures applicable whenever: 

il> The Commissioner concludes, in 
his discretion, that it is in the public 
interest for a standing or ad hoc policy 
or technical public advisory committee, 
hereinafter an “advisory committee” or 
“committee.” to hold a public hearing 
and to review and make recommenda¬ 
tions with respect to any matter or class 
of matters of importance pending before 
the Food and Drug Administration, and 
for interested persons to present data, 
information, and views at an oral public 
hearing before the advisory committee. 

<2> Pursuant to specific provisions in 
other sections of this chapter, a matter 
pending before the Food and Drug Ad¬ 
ministration Is subject to a public hear¬ 


ing before an advisory committee. Such 
specific provisions are: 

<1 > Section 14.120 relating to review of 
a performance standard for an electronic’ 
product by the Technical Electronic 
Product Radiation Safety Standards 
Committee. 

<ii> Section 14.140, relating to review 
of the safety of color additives. 

till) Section 14.160 relating to review 
of the safety and effectiveness of human 
prescription drugs. 

*ivi Section 330.10 of this chapter re¬ 
lating to review of the safety and effec¬ 
tiveness of over-the-counter drugs. 

(v) Section 601.25 of this chapter re¬ 
lating to review of the safety and effec¬ 
tiveness of biological drugs. 

<3> A person who has a right to an 
opportunity for a formal evidentiary 
public hearing under Part 12 of this 
chapter waives that opportunity and in 
lieu thereof requests pursuant to i 12.32 
of this chapter a public hearing before a 
public advisory committee pursuant to 
this subpart, and the Commissioner, in 
his discretion, accepts this request. 

• b» In determining whether a group 
is a “public advisory committee” as de¬ 
fined In $ 10.3* a»<14i of this chapter and 
thus subject to the requirements of 
tills part and of the Federal Advisory 
Committee Act. the following guidelines 
shall be used: 

< 1) An advisory committee may be a 
standing advisory committee or an ad 
hoc advisory committee. All standing 
advisory committees shall be listed in 
$ 14.100. 

<2 • An advisory committee may be a 
policy advisory committee or a technical 
advisory committee. A policy advisory 
committee advises on broad and general 
matters. A technical advisory committee 
advises on specific technical or scientific 
Issues, which may relate to regulatory 
decisions before the agency. 

<3 1 An advisory committee includes 
any subgroup thereof when it is working 
on behalf of the committee. Section 14.40 
<d» describes when a subgroup will be 
established as an advisory committee 
separate and independent from the par¬ 
ent committee. 

<41 A committee composed entirely of 
full-time Federal government employees 
is not an advisory committee. 

<5* An advisory committee shall or¬ 
dinarily have a fixed membership, a de¬ 
fined purpose of providing advice to the 
agency on a particular subject, regular 
or periodic meetings, and an organiza¬ 
tional structure, e.g.. a chairman and 
staff, and shall sene as a source of in¬ 
dependent expertise and advice rather 
than os a representative of or advocate 
for any particular Interest. 

<i> A group of persons convened on 
an ad hoc basis to discuss a matter of 
current interest to the agency, but which 
lias no continuing function or organiza¬ 
tion, does not involve substantial special 
preparation, and does not os a group 
issue a report to or advise the agency, is 
not an advisory committee. 

<U> A group of two or more agency 
consultants meeting with the agency on 
an ad hoc basis is not an advisory 
committee. 


FEDERAL REGISTER. VOt 42, NO. 51—TUESDAY, MARCH 22. 19/7 








RULES AND REGULATIONS I.mSO 


• 111) A group ol expert* who are em¬ 
ployed by a private company or a trade 
association which ha s been requested by 
the agency to provide its views on a reg¬ 
ulatory matter pending before the 
agency Is not an advLsory committee. 

<lv> A consulting firm hired by the 
agency to provide advice regarding a 
matter is not on advisory committee. 

(6) An advisory committee which Is 
utilized by the agency is subject to the 
requirements of this subpart even though 
it was not established by the agency. In 
general, a committee is “utilized" by the 
agency when the agency requests advice 
or recommendations from the committee 
on a specific matter in order to obtain an 
independent review and consideration of 
the matter, and not when the agency is 
merely seeking the comments of ail in¬ 
terested persons or of persons who have 
a specific interest In the matter involved. 

ti> A committee formed by an Inde¬ 
pendent scientific or technical organiza¬ 
tion is utilized by the agency if the 
agency requests the advice of that com¬ 
mittee rather than of the parent orga¬ 
nization, or if the circumstances show 
that the advice given is that of the com¬ 
mittee and not of the parent organiza¬ 
tion. A committee formed by an 
independent scientific or technical orga¬ 
nization is not utilized by the agency if 
the agency requests advice of the organi¬ 
zation rather than of a committee and if 
the recommendations of any committee 
formed In response to the agency's re¬ 
quest for advice are subject to substan¬ 
tial Independent policy and factual 
review by the governing body of the par¬ 
ent organization. 

<ti> A committee is not utilized by the 
agency if it provides only data and in¬ 
formation. os contrasted with advice or 
opinions or recommendations. 

(Ill) The Food and Drug Administra¬ 
tion is charged with seeking out the views 
of all segments of the public on enforce¬ 
ment of the laws administered by the 
Commissioner. The fact that a group of 
individuals or a committee meets regu¬ 
larly with the agency, eg. o monthly 
meeting with consumer representatives, 
does not make that group or committee 
an advisory committee. Thus, the pro¬ 
visions of this subjmrt are not appli¬ 
cable to routine meetings, discussions, 
and other dealings. Including exchanges 
of views, between the agency and any 
committee representing or advocating 
the particular Interests of consumers. In¬ 
dustry, professional organizations, or 
others. 

(7> The inclusion of one or two agency 
consultants who are special government 
employees on an internal agency com¬ 
mittee does not make that committee 
an advisory committee. 

A Public Board of Inquiry estab¬ 
lished under Part 13 of this chapter or 
oilier similar group convened by agree¬ 
ment between the parties to a regula¬ 
tory proceeding pending before the Food 
and Drug Administration, to review and 
prepare an initial decision on the issue 
in lieu of a formal evidentiary public 
hearing, is acting as an administrative 
law tribunal and is not an advisory 
committee. 


<9) An open public conference or meet¬ 
ing conducted pursuant to I 10.85(b) of 
this chapter is not an advisory committee 
meeting. 

<c> The provisions of this part ap¬ 
ply only when a committee convenes to 
conduct committee business. Site visits, 
social gatherings, informal discussions 
by telephone or during meals or while 
traveling or at other professional func¬ 
tions. or other similar activities do not 
constitute a meeting. 

<d> An advisory committee which Is 
utilized but not established by the Food 
and Drug Administration shall be sub¬ 
ject to the provisions of this part only 
to the extent of such utilization and not 
with respect to any other activities of 
such committee. 

fc> Any conference or meeting between 
an employee of the Food and Drug Ad¬ 
ministration and a committee or group 
w’hich is not an advisory committee shall 
be subject to the provisloas of $ 10.65 of 
Uiis chapter or other provisions specif¬ 
ically applicable to such committee or 
group, e g.. Part 13 of this chapter for 
a Public Board of Inquiry. 

<f> The provisions of this part 
shall apply to all Food and Drug Ad¬ 
ministration advisory committees, ex¬ 
cept to the extent that specific statutory 
requirements provide otherwise for a par¬ 
ticular committee, c.g.. the Technical 
Electronic Product Radiation Safety 
Standards Committee (TEPR3SO, the 
Board of Tea Experts, and advisory com¬ 
mittees established under the Medical 
Device Amendments of 1976. 

§ I 1.5 Purpose of prormliii!*» l>rlt»rr ;» 
public utfvfoor? •<»m in tin f. 

<a> An advisory committee shall be 
utilized to conduct public hearings on 
matters of importance that come before 
tlie Food and Drug Administration, to 
review the issues involved, and to pro¬ 
vide advice and recommendations to the 
Commissioner on such matters. 

<b> The Commissioner shall have sole 
discretion with respect to action to be 
taken and policy to be expressed on any 
matter considered by an advisory com¬ 
mittee. 

8 14.7 \<lminl*lrali>r miKtlio. 

Any person who alleges noncompliance 
by the Commissioner or an advisory com¬ 
mittee with any provision of this part 
or the Federal Advisory Committee Act 
may pursue the following administrative 
remedies. 

(a) If the person objects to any action, 
including a failure to act, other than de¬ 
nial of access to an advisory committee 
document, he shall submit a petition in 
the form and pursuant to the require¬ 
ments specified in § 10.30 of this chapter. 
The provisions of I 10.45 of this chapter 
relating to exhaustion of administrative 
remedies shall be applicable. 

♦ 1) If the person objects to past qc- 
tion, the petition shall be submitted 
within 30 days after the action objected 
to. If the Commissioner determines that 
there was noncompliance with any pro¬ 
vision of this subpart or of the Federal 
Advisory Committee Act, he shall grant 
any appropriate relief and shall take ap¬ 


propriate steps to prevent its recurrence 
in the future. 

(2) If the person objects to proposed 
future action, the Commissioner shall 
expedite his review of the petition and 
shall make a reasonable effort to render 
a decision prior to the action which Is 
the subject of the petition. 

(3) If the person objects to action that 
is imminent or is occurring and which 
could not reasonably have been antici¬ 
pated in advance, eg., the closing of a 
portion of a meeting which is made 
known for the first time on the day of 
the meeting, the matter may be handled 
by an oral petition in lieu of a written 
petition 

<b> If the person objects to a denial 
of access to an advisory committee docu¬ 
ment. administrative review shall be pur¬ 
sued in accordance with the procedures 
established by the Deportment of Health. 
Education, and Welfare under 45 CFR 
5.82. 

§ 11.10 Appli<'{il>ilil)i l» Cuncrr-«. 

The provisions of this part shall 
apply to Congress, individual members 
of Congress, and other employees or rep¬ 
resentatives of Congress in the same way 
that they apply to any other member of 
the public, except that disclosure of ad¬ 
visory committee records to Congress 
sliall be governed by the provisions of 
! 20.87 of this chapter. 

§ 11.15 Ctimmiltw* working pur-tmnl to 
n contract with the Food ami Drug 
Adnunttlralion. 

<a> The Food and Drug Administra¬ 
tion may enter into contracts with 
Independent scientific or technical or¬ 
ganizations to obtain advice and recom¬ 
mendations on particular matters, and 
such organizations may in turn under¬ 
take such work through existing or new 
committees. Whether a particular com¬ 
mittee working pursuant to such a con¬ 
tract Is a public advisory committee and 
thus subject to all of the provisions of 
the Federal Advisory Committee Act and 
this subpart will depend upon application 
of the criteria and principles estab¬ 
lished in J M.lib). 

<b> The following minimum standard* 
shall apply to any committee of an inde¬ 
pendent scientific or technical organiza¬ 
tion which is working pursuant to a 
contract initially executed with the 
Food and Drug Administration subse¬ 
quent to July 1, 1975. but which is de¬ 
termined not to be a public advisory 
committee: 

• 1 * The committee shall give public 
notice of its meetings and agenda, and 
shall provide any interested person an 
opportunity to submit data, information, 
and views, in wTiting at any time, and 
orally at specified times, relevant to the 
matter which is the subject of the con¬ 
tract. Such notice may be published in 
the Federal Register or disseminated by 
any other reasonable means, and shall 
In any event be filed with the Hearing 
Clerk not less than 15 days before the 
meeting. The length of time permitted 
for oral presentations and the extent to 
which the committee meets In open ses¬ 
sion other than for such oral presenta- 
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tions Us In the discretion of the 
committee. 

(2) Minutes of all open sessions shall 
be maintained, to which shall be attached 
all written submissions made to the com¬ 
mittee in open session. After approval, 
such minutes shall be forwarded to the 
Hearing Clerk and placed on public dis¬ 
play. The extent to which the committee 
maintains minutes of closed sessions is 
at the discretion of the committee. 

(3» In selecting the members of the 
Committee, the organization involved 
shall apply the same principles relating 
to conflicts of interest as the Food and 
Drug Administration does in establish¬ 
ing a public advisory committee. Such 
principles are set out or cross-referenced 
in this part and in Part 19 of this chap¬ 
ter. Upon request, the Food and Drug 
Administration will assist or provide 
guidance to any such organization in 
meeting this requirement. 

§ 14.19 Applirulton of jmlirancer 
clauses. 

Whenever the Commissioner concludes 
that it Is appropriate to obtain an inde¬ 
pendent review or any scientific issue 
involving application of the anticancer 
clauses In section 409 ( c> <3> (A). 512(d> 
<1 mH>, or 706<b><5><B) of the act, in¬ 
cluding whether a substance has been 
found to induce cancer when ingested by 
man or animal, and whether a substance 
has been found, after appropriate tests 
othdl* than ingestion, to induce cancer in 
man or animal, he shall ordinarily refer 
such matter to the Toxicology Advisory 
Committee which shall hold a public 
hearing and provide advice and recom¬ 
mendations to the Commissioner on such 
matter, except as specifically required 
by the provisions of section 706<b>(5> 
(C) of the act and 114.147(a)(2) relat¬ 
ing to color additives. 

Subpart B—Public Advisory Committee 
Meeting Procedures 

§ I 1.20 Nolirc of pulilir hearing hrfore 
a public advUorv committee. 

(a) Before the first day of each month, 
and at least 15 days before any meeting 
so announced, the Commissioner shall 
publish a notice in the Federal Register 
containing information on all advisory 
committee meetings to be held during 
the subsequent month. Any advisory 
committee meetings for that month 
called subsequent to the publication of 
the general monthly notice shall be an¬ 
nounced in the FroraAL Register on an 
individual basis at least 15 days in ad¬ 
vance. The Commissioner may authorize 
an exception to the notice requirements 
of this section in an emergency or for 
other reasons requiring an immediate 
meeting of an advisory committee, in 
which case public notice shall be given 
at the earliest time and in the most ac¬ 
cessible form feasible including, when¬ 
ever possible, publication in the Federal 
Register. 

(b) The Federal Register notice shall 
Include: 

(1) The name of the advisory commit¬ 
tee. 

<2> The date, time, and place of the 
meeting. 


(3) The general function of the ad¬ 
visory committee. 

(4) A list of all agenda items, showing 

whether each will be discussed in an 
open or closed portion of the meeting. 

(5) If any portion of the meeting is 
closed, a statement of the time of the 
open and closed portions. 

(6) The nature of the subjects to be 
discussed during, and the reasons for 
closing, any closed portion of the meet¬ 
ing. 

i7> The time specifically set aside for 
oral statements by interested persons 
and for other public participation. 

• <8> The name, address, and telephone 
number of the advisory committee exec¬ 
utive secretary and any other agency 
employee designated as responsible for 
the administrative support for the ad¬ 
visory committee. 

<9) A statement that written submis¬ 
sions may be made to the advisory com¬ 
mittee. through the executive secretary, 
at any time, unless a cutoff date has 
been established under 8 14.35(c)(2). 

< 10) Where a notice is published in the 
Federal Register less than 15 days be¬ 
fore a meeting, an explanation for the 
lateness of the notice. 

<c > If a public hearing before a public 
advisory committee is being used In lieu 
oI*a formal evidentiary public hearing as 
provided in 8 14.1<aH3), an Initial no¬ 
tice of hearing shall be published sepa¬ 
rately in the Federal Register contain¬ 
ing all the information described In 
8 12.32(e) of this chapter. Such a sepa¬ 
rate notice may also be published in the 
Federal Register with respect to any 
other public hearing before a public ad¬ 
visory committee when the Commissioner 
concludes, in his discretion, that it w r ould 
be informative to the public. 

<d> A list of public advisory committee 
meetings shall be distributed to the press 
by the Assistant Commissioner for Pub¬ 
lic Affairs. 

(e) All public advisory committee 
meetings shall be Included on the public 
calendar described in 8 10.100(a) of this 
chapter. 

g 1 1.22 of n public advisory 

committee. 

(a) No advisory committee may con¬ 
duct a meeting except at the call or with 
the advance approval of, and with an 
agenda approved by, the designated Fed¬ 
eral employee or his alternate. No such 
meeting shall be held in the absence of 
such designated Federal employee. 

cD If any matter is added to the 
agenda after its publication in the Fed¬ 
eral Register pursuant to 8 14.5(b) <4>. 
an attempt shall be made to so inform 
any person known to be interested in 
such matter, and the addition of such 
matter shall be announced at the begin¬ 
ning of the open portion of the meeting. 

(2) The advisory committee meeting 
shall be conducted in accordance with 
the approved final agenda insofar as is 
practical. 

<b> Advisory committee meetings shall 
be held at places that are reasonably 
accessible to members of (he public. All 
advisory committee meetings shall be 
held in Washington. DC. or Rockville. 


MD. or the immediate vicinity, unless 
the Commissioner receives a w r ritten re¬ 
quest from the advisory committee for. 
and approves, a different location. A dif¬ 
ferent location may be approved when 
one or more of the following applies: 

Cl) The total cost of the meeting to 
the government will be reduced. 

«2) A substantial number of the advi¬ 
sory committee members will be at the 
location at no expense to the Food and 
Drug Administration for other reasons, 
eg;., for a meeting of a professional asso¬ 
ciation. 

(3) It is a central location which is 
more readily accessible to advisory com¬ 
mittee members. 

(4> There is a need for increased par¬ 
ticipation available at that location. 

(5) The advisory committee wishes to 
review work or facilities In a specific lo¬ 
cation. 

<6> The advisory committee is con¬ 
cerned with matters that functionally or 
historically occur in some other location: 
e.g.. the Board of Tea Experts and the 
National Center for Toxicological Re¬ 
search. Science Advisory Board will gen¬ 
erally hold meetings in Brooklyn. NY and 
in the Little Rock. AR vicinity, respec¬ 
tively. 

ic) Advisory committee members may. 
with the approval of the Food and Drug 
Administration, conduct onsite visits rel¬ 
evant to the work of the advisory 
committee. 

(d) A quorum for an advisory com¬ 
mittee shall be a majority of the current 
voting members of the advisory com¬ 
mittee. except as provided in 8 14.125(c) 
for TEPRSSC. Any matter before the ad¬ 
visory committee shall be decided by a 
majority vote of the voting members 
present at the time, except that the des¬ 
ignated Federal official may require that 
any final -report be voted upon by all 
current voting members of the advisory 
committee. Any current voting member 
of the advisory committee may file a sep¬ 
arate report with additional or minority 
Views. 

<e> Subject to availability of space, 
any interested person may attend any 
portion of any advisory committee meet¬ 
ing which is not closed. 

<f) Whenever feasible, meetings shall 
be held in government facilities or other 
facilities involving the least expense to 
the public. The size of the meeting room 
shall be reasonable, considering such fac¬ 
tors as the size of the advisory commit¬ 
tee. the number of members of the pub¬ 
lic who could be expected to attend a 
particular meeting, the number of per¬ 
sons who attended or sought to attend 
similar meetings in the post, and the re¬ 
sources and facilities available. 

(g( Any portion of a meeting shall be 
closed by the advisory committee chair¬ 
man only w hen matters which have been 
determined by the Commissioner to be 
closed in accordance with 8 14.60 are to 
be discussed. Where a portion of the 
meeting is closed, the closed portion shall 
be held after the conclusion of the open 
portion whenever practicable. 

(h) Any advisory committee member 
may take notes during advisory commit¬ 
tee meetings and report and discuss od- 
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visory committee deliberations after a 
meeting is completed and before official 
minutes or a report arc available, within 
such rules and regulations os are adopted 
by the Food and Drug Administration 
and by the advisory committee with the 
concurrence of the Food and Drug Ad¬ 
ministration, including all of the 
following: 

(1) There shall be no attribution of 
individual views expressed in a closed 
session or revealing of numerical voles. 

< 2) There shall be no reporting or 
discussion with respect to any particular 
matter where the advisory committee or 
the Food and Drug Administration spe¬ 
cifically so directs. e.g., where delibera¬ 
tions are incomplete or Involve a sen¬ 
sitive regulatory decision which requires 
preparation for Implementation. 

<3> There shall be no reporting or dis¬ 
cussion with respect to data or Infor¬ 
mation prohibited from public disclosure 
pursuant to ! 14.76. 

t4> Any notes or minutes kept or re¬ 
port prepared by any advisory commit¬ 
tee member shall have no status or effect 
whatever unless adopted as so Incorpo¬ 
rated into the official minutes or report 
by the advisory committee. It Fhall be 
the responsibility of each Advisory com¬ 
mittee member to make certain that the 
official minutes and reports are complete 
and accurate and fully reflect what hap¬ 
pened at any meeting he attended. 

§ I t.2.» Portion* of poHlir ud« i*ory rom- 
mittre turning*. 

An advisory committee meeting shall 
have the following separable portions: 

(a) The open public hearing. Every 
advisory committee meeting shall in¬ 
clude an open portion which shull con¬ 
stitute a public hearing during which 
any interested person may present data, 
information, or views, orally or In writ¬ 
ing, relevant to the advisory commit¬ 
tee's agenda or other work. Such hear¬ 
ing shall be conducted in accordance 
with $ 1429. 

<b) The open committee discussion. 
An advisory committee shall discuss any 
matter pending before it in an open por¬ 
tion of its meeting unless the meeting 
has been closed with respect to that mat¬ 
ter pursuant to § 14.27 To the maximum 
extent feasible, consistent with the policy 
expressed in $ 14 27. an advisory com¬ 
mittee shall conduct its discussion of 
pending matters In an open portion. No 
public participation is pcrmivible during 
this portion of the meeting except with 
the consent of the chairman of the ad¬ 
visory committee. 

<c) The closed presentation oj data. 
Data And information which are pro¬ 
hibited from public disclosure pursuant 
to the provisions of Part 20 of this chap¬ 
ter and the regulations referenced 
therein shall be presented to the ad¬ 
visory committee in a closed portion of 
its meeting. If such data and informa¬ 
tion are presented in the form of a sum¬ 
mary which is not prohibited from public 
disclosure, such presentation shall not be 
made tn a closed portion of its meeting. 

<dl The closed committee delibera¬ 
tions. Deliberations with respect to mat¬ 
ters pending before an advisory commit¬ 


tee may be made in a closed portion of 
its meeting only ujxm an appropriate de¬ 
termination by the Commissioner pur¬ 
suant to i 14.27. 

§ M.27 Drterm bullion in rlo*r portion* 
of public lalvcon committer meet¬ 
ing*. 

«a> No advisory committee meeting 
shall be entirely closed. A portion of an 
advisory committee meeting may be 
closed only pursuant to a determination 
made in writing by the Commissioner, 
stating the reasons therefor, in accord¬ 
ant with this section. 

<b> The executive secretary of an ad¬ 
visory committee or other designated 
agency employee shall prepare the initial 
request for a determination to close a 
rortion of an advisory committee meet¬ 
ing, specifying the matter <s) to be dis¬ 
cussed during the closed port Ion and the 
rcosons why the portion should be closed. 
The Commissioner, based upon this re¬ 
quest and with the concurrence of the 
Chief Counsel, shall determine whether 
to close a portion of an advisory commit¬ 
tee meeting. The reasons for closing n 
portion of a meeting shall be announced 
In the Fcdekal Racism notice of the 
meeting published pursuant to f 14.20 In 
accordance with the following rules: 

<l> Any determination to c!o*e a por¬ 
tion of a meeting shall restrict such 
closing to the shortest pocoible time con¬ 
sistent with the policy established In this 
section. 

12) A portion of a meeting may be 
closed only if the Commissioner deter¬ 
mines that the rloelng is permitted under 
5 U.S.C. 5S2b<c), and that the closing is 
necessary. 

<3* Examples of port inns of advisory 
committee meetings which ordinarily 
may be closed Include the review, dis¬ 
cussion. and evaluation of drafts of reg¬ 
ulations or guidelines or similar pre¬ 
existing internal agency documents, but 
only if their premature disclosure is 
likely to significantly frustrate imple¬ 
mentation of proposed agency action: re¬ 
view of trade secrets and confidential 
commercial or financial information; 
consideration of matters involving in¬ 
vestigatory files compiled for law en¬ 
forcement purposes; and review of mat¬ 
ters disclosure of which would constitute 
a clearly unwarranted invasion of per¬ 
sonal privacy. 

<4) Examples of advisory committee 
meetings which ordinarily shall not be 
closed Include the review, discussion, and 
evaluation of general preclinical and 
clinical test protocols and procedures for 
a class of drugs or devices; consideration 
of labeling requirements for a class of 
marketed drugs and devices; review of 
data and Information on specific investi¬ 
gational or marketed drugs and devices 
which have previously been made public; 
presentation of any other data or infor¬ 
mation which Is not exempt from public 
disclosure pursuant to 5 U.S.C. 552b(c) ; 
and deliberative sessions to formulate ad¬ 
vice and recommendations to the agency 
on matters that do not independently 
Justify closing. 

f5) No portion of an advisory'commit¬ 
tee meeting devoted to matters other 


than tho*»o designated in paragraph <b) 
<1> through *3* of this section may be 
closed. 

<6j A matter which Is properly con¬ 
sidered In an open portion of an advisory 
committee meeting may instead be con¬ 
sidered in a closed portion only if it is so 
inextricably intertwined with matters to 
be discussed in a closed portion that it is 
not feasible to separate them or discus¬ 
sion of the matter in an open portion 
would compromise or impinge upon the 
matters to be discussed in the closed 
portion 

<c) Attendance at a closed portion of 
an advisory committee meeting shall be 
governed by the following rules: 

(1) A portion of an advisory commit¬ 
tee meeting that has been closed for the 
presentation or discussion of data and 
information that constitute trade secrets 
or confidential commercial or financial 
information as defined In f 20.61 of this 
chapter, shall be attended only by voting 
advhory committee members, non voting 
members representing consumer inter¬ 
ests who arc also special government em¬ 
ployees as provided in f 14.80'b). the 
executive secretary of the advisory com¬ 
mittee. a transcriber, consultants, and 
such other regular emploveeo of the Food 
and Drug Administration <including 
members of the Office of the Chief Coun¬ 
sel) as the chairman of the advisory com¬ 
mittee inay invite, and. by those persons 
authorised to be present, as provided in 
* 14.25(c). for presentation of data and 
information which are prohibited from 
public disclosure. Any person making a 
presentation described in 5 14.25(c) mav 
be accompanied by a reasonable number 
of employee*, consultants, or other per¬ 
sons with whom he has a commercial 
arrangement within the meaning of 
$ 20.81 (a) of this chapter. 

<2> A portion of an advisory commit¬ 
tee meeting that has been closed for con¬ 
sideration of existing internal agency 
documents falling within ff 20.62 of this 
chapter where premature disclosure Is 
likely to significantly frustrate imple¬ 
mentation of proposed agency action, 
consideration of personnel, medical, and 
similar files, disclosure of which would 
constitute a clearly unwarranted In¬ 
vasion of personal privacy within the 
meaning of | 20.63 of tills chapter; or 
consideration of investigatory records 
compiled for law enforcement purposes 
as defined In f 20.64 of this chapter shall 
be attended only by advisory committee 
membera ‘Including all voting and non¬ 
voting members). the executive secretary 
of the advisory committee, a transcriber, 
and such other regular employees of the 
Food and Drug Administration (includ¬ 
ing members of the Office of the Chief 
Counsel* as the chairman of the ad¬ 
visory committee may invite. Consult¬ 
ants, individuals performing personal 
service contracts, employees of other 
Federal agencies, and the general public 
may not attend such portions. 

(3) If any person other than a person 
permitted to attend in accordance with 
paragraph (c) (1) and (2) of this sec¬ 
tion attempts to attend a closed portion 
of an advisory committee meeting with¬ 
out the approval of the executive secre- 
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tary and the chairman, and the matter 
is brought to their attention, such per¬ 
son will be required to leave the meeting 
immediately. Such inadvertent and un¬ 
authorised attendance shall not enable 
other unauthorized persons to attend, 
nor shall such attendance, of itself, con¬ 
stitute grounds for release of transcripts 
of such closed portions or any other doc¬ 
uments otherwise exempt from disclosure 
under $14.75 and Part 20 of this chapter 

< 4 ) If any person other than a person 
permitted to attend In accordance with 
paragraph <c> <1> and <2> of this sec¬ 
tion is allowed by the executive secretary 
and the chairman to attend a closed 
portion of an advisory committee meet¬ 
ing. that portion shall be open to attend¬ 
ance by any Interested person. 

§ 14.2*) Oondurl of a public* hearing hr* 
fore a public a«Ki»or* ronimillee. 

<a> For each advisory committee 
meeting, the open portion for public 
participation which constitutes a public 
hearing pursuant to 114.25*a' shall be 
at least 1 hour long unless the public par¬ 
ticipation does not last that long, and 
may last for whatever longer time the 
advisory committee chairman determines 
will facilitate the work of the advisory 
committee. The Fedehm. Resist*?, no¬ 
tice published pursuant to § 14 20 shnll 
designate the time specifically reserved 
for such public hearing, which shall 
ordinarily be the first portion of the 
meeting. Further public participation in 
any open portion of the meeting pur¬ 
suant to 5 14.25*bi shall be solely at the 
discretion of the advisory committee 
chairman. 

(b* Any interested person who wishes 
to be assured of the right to moke an 
oral presentation at a particular advi¬ 
sory committee hearing shall so inform 
the executive secretary of the advisory 
committee or other designated agency 
employee, orally or in writing, prior to 
the advisory committee meeting. 

<1> Such person shall state the gen¬ 
eral nature of the presentation and the 
approximate time requested. Whenever 
possible, all written data and informa¬ 
tion to be discussed by that person at 
the advisory committee hearing shall be 
furnished in advance to the executive 
secretary or other designated agency em¬ 
ployee. Such written material may be 
distributed or mailed to the advisory 
committee members in advance of the 
committee meeting if time permits, and 
otherwise will be distributed to the ad¬ 
visory committee members when they ar¬ 
rive for the meeting. Such mailing or dis¬ 
tribution shall be undertaken only by the 
agency unless the agency specifically per¬ 
mits the person making the presentation 
to mail or distribute such material. 

(2> Prior to the advisory committee 
hearing, the executive secretary or other 
designated agency employee shall deter¬ 
mine the amount of time allocated to 
each person for his oral presentation 
and the time that oral presentation is 
scheduled to begin. Each such person 
shall be so informed In writing, or if the 
time prior to the hearing is short, by 
telephone. Joint presentations may be 


required by persons with common In¬ 
terests. 

(c) Hie chairman of the advisory com¬ 
mittee shall preside at the hearing pur¬ 
suant to $ 14.30 and shall be accom¬ 
panied by other advisory committee 
members who shall serve as a panel In 
conducting the hearing. 

<d> Each person may use his allotted 
time in whatever way he w’lxhes, consist¬ 
ent with a reasonable and orderly hear¬ 
ing. A person may be accompanied by any 
number of additional persons, and may 
present any WTitten data. Information, 
or view’s for inclusion in the record of the 
hearing, subject to the requirements of 
5 14.35<c>. 

<c) If a person Li not present at tlie 
time specified for his presentation, the 
persons following will api^ear in order. 
An attempt will be made to hear any 
such person at the conclusion of the 
hearing. Any interested persons attend¬ 
ing the hearing who did not request an 
opportunity to make an oral presentation 
sliali be given an opportunity to make an 
oral presentation nt the conclusion of 
the hearing, in the discretion of the 
chairman of the advisory committee, to 
the extent that time permits. 

if) The chairman and other members 
of the advisory committee may question 
any person during or at the conclusion 
of his presentation. No other person at¬ 
tending the hearing may question a per¬ 
son making a presentation. The chairman 
may allot additional time to any person 
when he concludes that it is in the public 
interest, but may not reduce the time 
allotted for any person without his 
consent. 

eg) Public participants may question 
an advisory committee member only with 
that advisory committee member’s per¬ 
mission and only about matters before 
the advisory committee. 

<h) The hearing shall be informal in 
nature, and the rules of evidence shall 
not apply. No motions or objections relat¬ 
ing to the admissibility of data, informa¬ 
tion, and views shall be made or consid¬ 
ered. but other participants may com¬ 
ment upon or rebut all such data, infor¬ 
mation. and views. No participant may 
interrupt the presentation of another 
participant at any hearing for any 
reason. 

§ I 4.30 CJiMiniMirt of a public advfoor* 
commit Ire*. 

<a> The advisory committee oh airman 
shall have the authority to conduct hear¬ 
ings and meetings, including the author¬ 
ity to adjourn any hearing or meeting 
whenever he determines adjournment to 
be in the public interest, to discontinue 
discussion of a particular matter, to con¬ 
clude the open portion of a meeting, or 
to take any other action in furtherance 
of a fair and expeditious hearing or 
meeting. 

(b> if the chairman is not a full-time 
employee of the Food and Drug Admin¬ 
istration. the executive secretary of the 
advisory committee or other designated 
agency employee, or his alternate, shall 
be the designated Federal employee who 
is assigned to the advisory committee. 


•Hie designated Federal employee is also 
authorized to adjourn any hearing or 
meeting whenever he determines ad¬ 
journment to be in the public interest. 

§ 14.31 OcmMiltatioii by a public add* 
itory committee *ith oilier pcr»oiv%. 

<a> An advisory committee may con¬ 
fer with any person who may have data, 
information, or views relevant to any 
matter pending before the advisory com¬ 
mittee. 

<b> Any interested person may submit 
to the advisory' committee a written re¬ 
quest that it confer with specific persons 
who may have data. Information, or 
view's relevant to any matter pending 
before the advisory committee. Such re¬ 
quest sliali state why the advisory com¬ 
mittee should confer with the person, 
and why the views of that person can¬ 
not reasonably be furnished to the ad¬ 
visory committee by any other means. 
The advisory committee may, in its dis¬ 
cretion. grant or deny such a request. 

*c» When an advisory committee 
win he* to confer with a person who is not 
a Federal Government executive branch 
employee, the committee shall only con¬ 
fer with the person during the open por¬ 
tions of a meeting. Such person may. 
however, submit his views in writing to 
the committee ms part of the admin istrn- 
t vc record under l 14,70. Such person 
shall participate at the closed portions of 
a meeting only If he is appointed as a 
special government employee by the 
Commissioner as provided in paragraph 
<e> of this section. This paragraph (c> 
is not intended to bar the testimony of a 
person during a closed portion of a meet¬ 
ing relative to matters prohibited from 
public disclosure as provided in 114.25 
<c» and 114.27(c). 

<d* To prevent inadvertent violation 
of Federal conflict of interest laws and 
laws prohibiting disclosure of trade se¬ 
crets • 18 U.8.C. 208. 21 U.8.C. 331 <j). 18 
U.8.C. 1905*. Federal executive branch 
employees who are not employees of the 
Department shall not confer, testify, or 
otherwise participate (other than as ob¬ 
servers* at any portion of an advisory 
committee meeting unless they are ap¬ 
pointed as special government employees 
by the Commissioner as provided in para¬ 
graph (e> of this section. This paragraph 
shall not apply to Federal executive 
branch employees who are appointed as 
members of the Technical Electronic 
Product Radiation Safety Standards 
Committee as provided in I 14.127. 

«e> The Commissioner may appoint 
persons as special government employees 
to be consultants to a public advisory 
committee. Such consultants may be ap¬ 
pointed to provide expertise, generally 
concerning a highly technical matter, 
not readily available from the members 
of the committee. Such persons may be 
either from outside the government or 
from agencies other than the Depart¬ 
ment of Health. Education, and Welfare. 
Reports, data, information, and other 
written submissions made to a public ad¬ 
visory committee by a consultant shall be 
part of tlic administrative record item¬ 
ized In | 14.70 
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§ 1 1.33 (iimpiliition of malrriaU for 
member* of a public ailviaorr coin- 
mi tier. 

The Commissioner shall prepare and 
provide to all advisory committee mem¬ 
bers a compilation of material bearing 
upon an advisory committee member’s 
duties and responsibilities, including: 

<n» All applicable conflict of interest 
laws and regulations and a summary of 
their principal provisions. 

<b» All applicable laws and regula¬ 
tions relating to trade secrets and 
confidential commercial or financial in¬ 
formation that may not be disclosed 
publicly and a summary of their princi¬ 
pal provisions. 

(c) All applicable laws, regulations, 
and guidelines relating to the subject 
matter covered by the advisory commit¬ 
tee and a summary of their principal 
provisions. 

<d> All applicable laws, regulations, 
advisory committee charters, Federal 
Register notices, curricula vitae^ rules 
adopted by the advisory committee, and 
other material relating to the formation, 
composition, and operation of the advi¬ 
sory committee, and a summary of their 
principal provisions. 

<e> Instructions on whom to contact 
when any questions arise. 

(f> Such other material relating to 
the Food and Drug Administration and 
the subject matter covered by the com¬ 
mittee as may facilitate the work of the 
advisory committee. 

§ 1 1.35 Written -tihmU-ioit* to a public 
odvitory committer. 

<a> Ten copies of all written submis¬ 
sions for an advisory committee shall be 
sent to the executive secretary of the ad¬ 
visory committee, unless an applicable 
Federal Register notice or other regula¬ 
tions in this chapter specify otherwise. 
All such submissions k1ir.11 be subject to 
the provisions of ft 10.20 of this chapter, 
except that no copies need be sent to the 
Hearing Clerk. 

< b> At the request of an advisory com¬ 
mittee. or on his own initiative, the Com¬ 
missioner may at any time issue in the 
Federal Register a notice requesting the 
submission to the advisory committee of 
written data, information, und views 
pertinent to any matter being reviewed 
by an advisory committee. Such notice 
may specify the format In which the sub¬ 
mission shall be made, the number of 
copies to be submitted, and the time 
within which submission shall be made. 

<c) At the request of an advisory com¬ 
mittee, or on his own initiative, the Com¬ 
missioner may at any time request the 
applicant or sponsor of an application 
or petition relating to a specific product 
on which action is (lending before the 
Food and Drug Administration and that 
is being reviewed by an advisory commit¬ 
tee. to present and/or discuss safety, ef¬ 
fectiveness. or other data concerning the 
product being reviewed during a regu¬ 
larly scheduled meeting of the advisory 
committee. The request may be for an 
oral presentation to the committee or for 
a concise, well-organized written sum¬ 
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mary of pertinent information for review 
by the committee members prior to the 
meeting, or both. Unless specified other¬ 
wise, one copy of the written summary 
along with a proposed agenda outlining 
the topics to be covered and Identifying 
the participating industry staff members 
or consultants that will present each 
topic shall be submitted to the executive 
secretary of the committee or other des¬ 
ignated agency employee at least 3 
weeks prior to the meeting. 

<d> Any interested person may submit 
to an advisory committee written data, 
information, or views on any matter be¬ 
ing reviewed by that advisory commit¬ 
tee. Voluminous data shall be accom¬ 
panied by a summary. 

(1 > Any such submission shall be dis¬ 
tributed to each advisory committee 
member, either by mail or at the next 
advisory committee meeting, and shall 
be considered by the advisory committee 
in its review of the matter. 

<2> An advisory committee may estab¬ 
lish, and shall give public notice of, a 
cutoff date after which submissions re¬ 
lating to any matter shall no longer be 
received or considered. 

<©> The Commissioner shall provide 
to an advisory' committee all data and 
information he concludes to be relevant 
to any matter being reviewed by the ad¬ 
visory committee. Any member of the 
advisory committee shall, upon request. 
ulso.be provided any additional material 
available to the Food and Drug Admin¬ 
istration which he believes appropriate 
for an independent Judgment on the 
matter, e.g.. raw data underlying any 
summary or report, or a briefing on the 
legal aspects of the matter. 

§ 11.39 Vddittonnl rulct for a particular 
public advisory committer. 

< a 1 In addition to the rules estab¬ 
lished for all Food and Drug Administra¬ 
tion advisory’ committees in this subpart, 
any advisory committee may. with the 
concurrence of the designated Federal 
official, adopt additional rules which lire 
not inconsistent with this subpart or 
with applicable legal requirements. 

‘ b • Such additional rules shall be in¬ 
cluded in the minutes of the meeting 
when adopted and in the materials com¬ 
piled pursuant to 3 14.33 and shall be 
available for public disclosure pursuant 
to i 14.65(0, 

Subpart C—Establishment of Public 
Advisory Committees 

§ 11.10 I'<411 k!i din ten I and rrtir*;il of 
public mlvlAori com mi tier*. 

<a> A public advisory committee may 
be established or renewed whenever it Is 
necessary or appropriate for such an ad¬ 
visory committee to hold a public hearing 
and to review and make recommenda¬ 
tions on any matter pending before the 
Food and Drug Administration. Before 
an advisory committee is established or 
renewed it shall first be approved by the 
Department pursuant to 45 CFR Part 11 
and the Office of Management and 
Budget pursuant to duly promulgated 
procedures. 
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<b> Upon the establishment or re¬ 
newal of an advisory committee, the 
Commissioner shall issue in the Federal 
Register a notice certifying that the 
establishment or renewal of the advisory 
committee is in the public interest and 
stating the structure, function, and pur¬ 
poses of the advisory committee and. if 
it is a standing advisory committee, shall 
amend i 14.100 to add It to the list of 
standing advisory committees. The no¬ 
tice shall be published in the Federal 
Reg is tt a at least 15 days prior to the fil¬ 
ing of the advisory committee charter 
pursuant to paragraph (c) of tills sec¬ 
tion. 

<c> Ho advisory committee shall meet 
or take any action until its charter is 
prepared and filed as required by section 
9<c) of the Federal Advisory Committee 
Act, Tills requirement shall be met by an 
advisory committee utilized by the Food 
and Drug Administration, even though 
it is not established by the agency, prior 
to such utilization. 

(d> The regulations of the Depart¬ 
ment cited In paragraph <a> of this sec¬ 
tion provide that the charter of a parent 
committee may Incorporate information 
concerning activities of a subgroup. In 
such instances, a subgroup will not be 
established as a committee distinct from 
the parent committee*. However, a sub¬ 
group will be established as a separate 
committee when the charter of the par¬ 
ent committee does not incorporate the 
activities of the subgroup, or when the 
subgroup includes members who are not 
all drawn from the parent committee. 

(e) An advisory committee not re¬ 
quired by law will be established or uti¬ 
lized only if It is in the public interest 
and only if its functions could not rea¬ 
sonably be performed by other existing 
advisory* committees or by the Food and 
Drug Administration directly. 

(f > An advisory* committee shall; 

< 1 > Havq a clearly defined purpose. 

<2» Have a membership that is bal¬ 
anced fairly in terms of the points of 
view represented in light of the functions 
to be performed. Although proportional 
representation is not required, there shall 
be no discrimination on the basis of 
race, color, national origin, religion, age. 
or sex in the selection of advisory com¬ 
mittee members. 

(3) Be constituted and utilize proce¬ 
dures designed to assure that iU advice 
and recommendations are not inappro¬ 
priately influenced by any special inter¬ 
est or by the Food and Drug Adminis¬ 
tration. and are the result of the advi¬ 
sory* committee’s independent judgment. 

(4) Have an adequate staff. The Com¬ 
missioner shall designate an executive 
secrotary and alternate for every advi¬ 
sory committee, who sliail be employees 
of the Food and Drug Administration. 
The executive secretary shall be respon¬ 
sible for all staff support for the advisory 
committee unless other agency employ¬ 
ees arc specifically designated for this 
function with respect to particular ad¬ 
visory committees. 

<5> Whenever feasible, or required by 
statute, include representatives of the 
public interest. 
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$ I1.5S Termination of public ddrUory 
committee** 

(a) Except as provided In paragraph 
(c> of this section, a standing advisory 
committee shall be terminated when it 
Is no longer needed and In any event 
shall terminate not later than two years 
following its date of establishment un¬ 
less it is renewed for an additional 2- 
year period. An advisory committee may 
be renewed for as many 2-year periods 
as the public interest requires. The re¬ 
quirements for establishment of an ad¬ 
visory committee pursuant to 8 14.40 
shall also apply to renewal of an advi¬ 
sory committee. 

<b) Upon termination of any advi¬ 
sory committee the Commissioner shall 
issue In the Federal Register a notice 
announcing the termination and the 
reasons therefor and. if it is a standing 
advisory committee, amending 8 14 100 
to delete it from the list of standing 
advisory committees. 

(c> The Technical Electronic Product 
Radiation Safety Standards Cojnmittee 
is a permanent statutory advisory com¬ 
mittee established by section 358(f) <1> 
(A) of the Public Health Service Act (42 
U.S.C. 263f<f) <1) (A)). as added by the 
Radiation Control for Health and Safety 
Act of 1008. and is not subject to the ter¬ 
mination and renewal provisions of par¬ 
agraph (») of this section, except that 
a new charter shall be prepared and filed 
at the end of each 2-ycar period os pro¬ 
vided in 8 14.40(c). Also, the statutory 
medical device classification panels es¬ 
tablished under section 513<b)(l) of the 
act, and the statutory medical device 
good manufacturing practices advisory 
committees established under section 
520(f) (3) of the act. are specifically ex¬ 
empted from the normal 2-ycar duration 
period. 

(d) The Board of Tea Experts is a per¬ 
manent statutory advisory committee 
established by the Tea Importation Act 
(21 U.S.C. 42), and is not subject to the 
termination and renewal provisions of 
paragraph (a) of this section, except 
that a new charter shall be prepared and 
filed at the end of each 2-year period 
as provided in 8 14.40 <c). 

<e) Color additive advisory commit¬ 
tees are required to be established under 
the circumstances specified in section 
708(b) (5) (C) and (D) of the act. A 
color additive advisory committee is sub¬ 
ject to the termination and renewal re¬ 
quirements of the Federal Advisory Com¬ 
mittee Act and of this part. 

Subpart O—Records of Meetings and Pub¬ 
lic Hearings Before Public Advisory Com¬ 
mittees 

§ I 1.60 Minute* nm! report* of politic 
ndvinor) rommfltrc meeting*. 

fa) The executive secretary or other 
designated agency employee shall pre¬ 
pare detailed minutes of all advisory 
committee meetings, except that less de¬ 
tailed minutes may be prepared for open 
portions of meetings which are tran¬ 
scribed or recorded by the agency. Their 
accuracy shall be approved by the advi¬ 
sory committee and certified by the advi¬ 
sory committee chairman. Such approval 
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and certification may be accomplished by 
mail and by telephone. 

(b) The minutes shall Include: 

(1) The time and place of the meet¬ 
ing. 

(2) The advisory committee members, 
committee stall, and agency employees 
present, and the names and affiliations 
or interests of public participants In the 
meeting. 

(3) A copy of or reference to all writ¬ 
ten information made available for con¬ 
sideration by the advisory committee at 
such prpceedlngs. 

(4) A complete and accurate descrip¬ 
tion of matters discussed and conclusions 
reached. 8uch description shall be kept 
separately for the following portions of 
the meeting to facilitate their public dis¬ 
closure: The open portions specified in 
8 14.25 (a) and <b), any closed portion 
during which a presentation is made pur¬ 
suant to 8 14.25(c), and any closed de¬ 
liberative portion pursuant to 5 14.25(d). 
The minutes of a closed deliberative por¬ 
tion of a meeting shall not refer to ad¬ 
visory committee members by name, ex¬ 
cept upon their request, or to data or 
information described in f 14.75(b). Any 
such inadvertent references which do 
occur shall be deleted prior to public dis¬ 
closure. 

(5) A copy of or reference to all re¬ 
ports received. Issued, or approved by the 
advisory committee. 

(6) The extent to which the meeting 
was open and closed to the public. 

(7) The extent of public participation, 
including a list of members of the public 
who presented oral or written state¬ 
ments. 

(c) For all advisory committee meet¬ 
ings any portion of which is closed, either 
<D the minutes of the closed portion 
shall be available for public disclosure 
pursuant to 8 14.75(a) (6) <D. or <2) if 
pursuant to 8 14.75(a)(6)(h) such min¬ 
utes are not promptly available, the ex¬ 
ecutive secretary or other designated 
agency employee shall prepare a brief 
summary of the matters considered in 
such manner as Is Informative to the 
public, consistent with the policy of 5 
U.S.C. 552(b). 

(d) Where a significant portion of the 
meetings of an advisory committee is 
closed, the advisory committee shall Is¬ 
sue a report nt least annually setting 
forth a summary of its activities and 
such related matters as would be inform¬ 
ative to the public consistent with the 
policy of 5 UB.C. 552(b). Such report 
shall be a compilation of or be prepared 
from the Individual reports on closed 
portions of meetings prepared pursuant 
to paragraph (c) of this section. 

<e) The executive secretary of each 
advisory committee or other designated 
agency employee shall, with the approval 
of the advisory committee, prepare an 
annual report describing its membership, 
functions, recommendations, and other 
actions. 

§ 11.61 Tran*rriplA of public jt<Ki*«»ry 
committor meeting*. 

(a) A transcript or recording shall be 
made for each portion of every advisory 
committee meeting. Any such transcrip¬ 


tion or recording shall be arranged by 
the agency, 

(b) A transcript or recording of an 
open portion of an advisory committee 
meeting made by the Food and Drug Ad¬ 
ministration shall be included in the rec¬ 
ord of the advisory committee proceed¬ 
ings. 

(c) A transcript or recording of any 
closed portion of an advisory committee 
meeting made by the Food and Drug 
Administration shall nbt be included in 
the administrative record of the advisory 
committee proceedings. Such transcript 
or recording shall be retained as confi¬ 
dential by the Food and Drug Adminis¬ 
tration and shall not be discarded or 
erased. 

(d) Any transcript or recording of an 
advisory committee meeting or portion 
thereof which is publicly available pur¬ 
suant to this section shall be available 
at actual cost of duplication, which shall 
be. where applicable, the fees established 
in 8 20.42 of this chapter. The Food and 
Drug Administration may furnish the 
requested transcript or recording for 
copying to a private contractor who shall 
charge directly for the cost of copying 
pursuant to 8 20.51 of this chapter. 

(c) Any person attending any open 
portion of an advisory committee meet¬ 
ing may, consistent with the orderly con¬ 
duct of the meeting, record or otherwise 
take his own transcript of the meeting. 
Such transcription shall not be part of 
the administrative record. 

(f) No person attending any closed 
portion of any advisory committee meet¬ 
ing may record or otherwise take his own 
transcript of the meeting, except for an 
official transcript or recording arranged 
by the Food and Drug Administration. 

§ I 1.6.7 Public inquiries ami rrqur»t» 
fur publir advisory committee rec¬ 
ord*. 

(a) Public inquiries on general advi¬ 
sory committee matters, except requests 
for records, shall be directed to: Com¬ 
mittee Management Officer (HFS-20), 
Office of the Associate Commissioner for 
Science. Food and Drug Administration. 
5600 Fishers Lane. Rockville. MD 20857. 

(b) Public inquires on matters re¬ 
lating to a specific advisory committee, 
except requests for records, shall be di¬ 
rected to the executive secretary of the 
advisory committee or other designated 
agency employee as listed in the Federal 
Register notices published pursuant to 
8 14.20. 

(c) All requests for public advtsory 

committee records, including minutes, 
shall be made to the Food and Drug Ad¬ 
ministration Public Records and Docu¬ 
ments Center pursuant to 8 20.40 and the 
related provisions of Part 20 of this chap¬ 
ter. « 

§ 1*1.70 A<lmillUtrat»vc record of a pub¬ 
lic hearing before n public ndvUary 
committee. 

(a) Advice or recommendations of an 
advisory committee shall be given only 
on matters covered In the administrative 
record of the advisory committee’s pro¬ 
ceedings. Except os specified otherwise in 
regulations In this' chapter, such admin- 
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Lstrative record shall consist of all of the 
following: 

<1) Any transcript or recording that 
was made of any open portion of a meet¬ 
ing relating to the matter. 

(2> The minutes of all portions of all 
advisory committee meetings relating to 
the matter, after any deletions pursuant 
to 5 14.60<bH4>. 

<3> All written submissions made to 
and data and information considered by 
the advisory committee relating to the 
matter. 

<4) All reports made by the advisory 
committee relating to the matter. 

(b> The record of the administrative 
proceeding shall be closed at the time the 
advisory committee renders its advice or 
recommendations or at any curlier time 
specified by the advisory committee or 
in other sections in this chapter. 

§ I 1,75 ixu m inn I ion of udminKlmtivr 
record and nlhrr advisory conmiillrr 
record*. 

»a> The administrative record and 
other advisory committee records shall 
be available for public disclosure pursu¬ 
ant to the provisions of Part 20 of this 
rhapter. except as provided in paragraph 
<b» of this section, at the following time: 

<1> The written information made 
available for consideration by the ad¬ 
visory committee at any meeting, at the 
same time. 

(2) The transcript or recording y( any 
open portion of a meeting, as soon as 
it is available. 

*31 The minutes of any open portion 
of a meeting, after they have been ap¬ 
proved by the advisory committee and 
certified by the advisory committee 
chairman. 

(4> The brief summary of any closed 
portion of a meeting prepared pursuant 
to 5 14.60(c). as soon as it is available. 

(5) All written data, information, or 
views submitted to the advisory commit¬ 
tee at any open portion of a meeting, as 
soon as they are so submitted. 

<0> The minutes or portions thereof 
of any closed executive portion of it 
meeting: 

(i» For any matter not directed to be 
maintained as confidential pursuant to 
5 14.22(h) »2>. after they have been ap¬ 
proved by the advisory committee and 
certified by the advisory committee 
chnirmnn. 

•ID For any matter directed to be 
maintained as confidential pursuant to 
i 14.22<h)(2), after the advice or report 
of the advisory committee relevant to 
those minutes or portions thereof is 
acted upon by the Commissioner, or upon 
a determination by the Commissioner 
that such minutes or portions thereof 
may be made available for public dis¬ 
closure without undue interference vitjj 
agency or advisory committee operations. 

< 7> Any formal advice or report of the 
advisory committee, after it lias been 
uctcd upon, i.e., approved, disapproved, 
or rejected as inadequate, by the Com- 
mlsioner. or upon a determination by 
the Commissioner that such formal ad¬ 
vice or report may be made available for 
public disclosure without undue interfer¬ 


ence with agency and/or advisory com¬ 
mittee operations. Such formal advice 
or report may be retained as confiden¬ 
tial while It is under active advisement. 

(8) Any other advisory committee rec¬ 
ords relating to the mutter involved, ex¬ 
cept transcripts and recordings of closed 
portions of advisory committee meetings, 
after the advice or report of the advisory 
committee relevant to those records is 
acted upon by the Commissioner, or Jpon 
a determination by the Commissioner 
that such records may be made available 
for public disclosure without undue in¬ 
terference with agency or advisory com¬ 
mittee ojicratlons. 

<b> The following data and informa¬ 
tion contained in the administrative rec¬ 
ord shall not be available for public 
examination or copying except as pro¬ 
vided in 5 12.32(g) of this chapter: 

(1) Material provided to the advisory 1 
committee by the Food and Drug Admin¬ 
istration which is exempt from public 
disclosure pursuant to the provisions of 
Part 20 of this chapter and the regula¬ 
tions referenced therein. 

<2) Material provided to the advisory 
committee by a person making a pres¬ 
entation described in $ 14.25(0 and 
which is prohibited from public disclo¬ 
sure pursuant to the provisions of Part 
20 of this chapter and the regulations 
referenced therein. 

(e) The Public Records and Docu¬ 
ments Center shall maintain a file for 
each advisory’ committee containing the 
following principal records of that ad¬ 
visory* committee for ready access by the 
public: The advisory committee charter, 
a list of advisory committee members 
and their curricula vitae, the minutes of 
advisory committee meetings, and any 
formal advice or report of the advisory 
committee. 

Subport E— Member of Public Advisory 
Committees 

§ I 1.80 Oil.'li(trillion* for member* of 
fttunding policy and technical uilvi* 
*orj committee*. 

(a) Members of policy advisory com¬ 
mittees. which advise the Commissioner 
on broad and general matters, shall pos¬ 
sess the following qualifications: 

(1* Policy advisory committee mem¬ 
bers shall possess diverse interests, edu¬ 
cation. training, and experience. Tech¬ 
nical expertise in the subject matter with 
which the advisory* committee is involved 
shall not be a requirement. 

(2) Policy advisory committee mem¬ 
bers tire special government employees 
and are subject to the conflict of interest 
laws and regulations. The Commissioner 
lias determined that, because members 
representing particular interests, e g., a 
representative of labor. Industry, con¬ 
sumers. or agriculture, are Included on 
advisory committees specifically for the 
purpose of representing such interests, 
any financial interest covered by 18 
U.S.C. 208»a» in the class which the 
member represents is irrelevant to the 
services which the government expects 
from them and thus is hereby exempted 
pursuant to 18 U.8.C. 208<b) as too re¬ 
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mote and inconsequential to affect the 
integrity or their services. 

(3) All members of policy advisory 
committees shall be voting members. 

<b) Members of technical advisory 
committees, which advise on specific reg¬ 
ulatory Issues, shall possess the follow¬ 
ing qualifications: 

(1 > Voting members of technical advi¬ 
sory committees: 

i i> Shall possess expertise in the par¬ 
ticular subject matter with which the 
committee Is concerned. Members shall 
have diverse professional education, 
training, and experience so that the com¬ 
mittee will reflect a balanced composition 
of sufficient scientific expertise to handle 
the problems that come before it. 

(ID Except for members of the Tech¬ 
nical Electronic Product Radiation 
Safety Standards Committee, are special 
government employees, subject to the 
conflict of interest laws and regulations. 

(2) The Commissioner shall, when re¬ 
quired by statute, and when not required * 
by statute, may provide for non voting 
members of a technical advisory com¬ 
mittee to serve as representatives of and 
liaison with interested organizations. 
Non voting members of technical advisory 
committees: 

(|> Shall be selected by the interested 
organizations, as provided In I 14.84. 
Technical expertise in the subject matter 
with which the advisory committee is 
involved shall not be a requirement. 

(ID May be special government em¬ 
ployees subject to the conflict of interest 
laws and regulations, except as provided 
in f 14 84<e>. 

(c> No person may serve as a voting 
or nonvoting member on more than one 
Food and Drug Administration advisory 
committee unless the Commissioner de¬ 
termines in wTiting that such dual mem¬ 
bership will facilitate the work of the 
committees involved and is in the public 
interest. 

(d> Members of Food and Drug Ad¬ 
ministration advisory committees and 
the chairman thereof shall be appointed 
from among those nominated pursuant 
to 51 14.82 and 14.86 and from any other 
sources by the Secretary, the Assistant 
Secretary for Health, or the Commis¬ 
sioner. pursuant to duly promulgated 
procedures and delegations of authority. 

(e) Members appointed to an advisory 
committee shall continue to serve for the 
duration of the advisory committee, or 
until their terms of appointment ex¬ 
pire. they resign, or arc removed from 
membership by the Commissioner. 

(f> An advisory .committee momlcr 
may be removed from membership by 
the Commissioner for good cause. Good 
cause shall include excessive unjustified 
absenteeism from advisory committee 
meetings, a demonstrated bias which in¬ 
terferes with the ability to render objec¬ 
tive advice, failure to abide by the pro¬ 
cedures established in this subpart, or 
violation of other applicable rules and 
regulations, eg., for nonvoting members, 
the provisions of 5 14.86(c), 

<g> Consultants appointed pursuant to 
5 14.31 <c> are not members of public ad¬ 
visory committees. 
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g 1-1.82 Nomination* of \oliri* nirmlH-r# 
of 9Umding advi*ory romntillrr*. 

< a» The Commissioner shall publish 
one or more notices in the Federal Regis¬ 
ter each year requesting nominations 
for voting members of all existing stand¬ 
ing advisory committees. Each such 
notice shall list separately the standing 
advisory committees covered by the no¬ 
tice in which it is known that vacancies 
will occur during the next 12 months 
and in which vacancies are not expected 
but may occur. The notice shall invite 
the submission of nominations for voting 
members for any vacancies from any 
interested individual as well as from 
consumer, industry, and professional or¬ 
ganizations for the advisory committees 
listed. 

lb) The notice published in the Fed¬ 
eral Register announcing the estab¬ 
lishment of a new standing advisory 
committee pursuant to f 14.40(b) shall 
invite the submission of nominations for 
voting members for such advisory com¬ 
mittee. 

<c) Any interested person may nomi¬ 
nate one or more qualified persons as 
a member of a particular advisory com¬ 
mittee. Nominations shall specify the 
advisory committee for which the nomi¬ 
nee Is recommended. A complete cur¬ 
riculum vitae of the nominee shall be 
included. Nominations shall state that 
the nominee is aware of the nomination. 
Is willing to serve as a member of the 
advisory committee, and appears to have 
no conflict of interest which would pre¬ 
clude committee membership. 

<cH Voting members of standing tech¬ 
nical advisory committees shall serve as 
individuals and not as representatives 
of any group or organization which nom¬ 
inated them or with which they may be 
affiliated. 

§ I 1.84 Nomination* anil »rlr«lintt of 
nonvoting riHiuhrm of utmidMiK 
torlmirul mlviMiry mimniltr^. 

(a). The provisions of this section shall 
apply whenever the Commissioner con¬ 
cludes. in his discretion, that a standing 
technical advisory committee should in¬ 
clude nonvoting members in order to 
represent and serve as a liaison with in¬ 
terested Individuals and organizations. 

<b) Except where the Commissioner 
determines otherwise, non voting mem¬ 
bers of a standing technical advisory 
committee shall be selected in accord¬ 
ance with paragraphs (c) and <d> of 
this section and shall be limited to one 
member selected by consumer groups 
and organizations and one person select¬ 
ed by Industry groups and organizations. 

(c) With respect to any nonvoting 
member representing consumer interests, 
and except as provided in paragraph (c> 
(5) of this section, the Commissioner 
shall publish a notice in the Federal 
Register requesting nominations for 
each specific standing technical advisory 
committee, or subcommittee thereof, for 
which he has determined that nonvoting 
members are appropriate. 

(1) A period of 30 days shall be per¬ 
mitted for submission of such nomina¬ 
tions for that particular advisory com¬ 
mittee or subcommittee. Any interested 
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person may nominate one or more quali¬ 
fied persons as a nonvoting member of 
a particular advisory committee to repre¬ 
sent consumer interests. Although nomi¬ 
nations from individuals will be accept¬ 
ed. individuals arc encouraged to submit 
their nominations through consumer or¬ 
ganizations as defined in paragraph <c> 
<3> of this section. NominatJoin; of quali¬ 
fied persons for general consideration as 
nonvoting members of unspecified ad¬ 
visory committees or subcommittees may 
be made at any time. All nominations 
shall be submitted in writing to Director, 
Office of Consumer Programs (HFG-l). 
Office of Assistant Commissioner for Pro¬ 
fessional and Consumer Programs. Food 
and Drug Administration. Rm. 13B-41. 
5600 Fishers Lane. Rockville. MD 20857. 

i2) A complete curriculum vitae ol 
any nominee shall be Included. Nomina¬ 
tions shall state that the nominee Is 
aware of the nomination, is willing to 
serve as a member of an advisory com¬ 
mittee, and appears to have no conflict 
of interest. If a nominee is Interested 
only in a particular advisory committee 
or subcommittee, the nomination shall 
so state. If a nominee is interested In be¬ 
coming a member of any advisory com¬ 
mittee or subcommittee, the nomination 
shall so state. Nominations which do not 
comply with the requirements of this 
paragraph shall not be considered. 

(3) The Director. Office of Consumer 
Programs, shall compile a list of orga¬ 
nizations whose objectives are to pro¬ 
mote. encourage, and contribute to the 
advancement of consumer education and 
to the resolution of consumer problems. 
All organizations listed shall be entitled 
to vote upon the nominees. The list will 
include organizations representing the 
public interest, consumer advocacy 
groups, and consumer/health branches 
of Federal. State, and local governments. 
Any organization that meets the criteria 
may be included on such list upon re¬ 
quest. 

(4) The executive secretary, or other 
designated agency employee, shall review 
the list of nominees and select three 
to five qualified nominees to be placed 
on a ballot. Names not selected will re¬ 
main on a list of eligible nominees and 
reviewed i>eriodleally by the Office of 
Consumer Prog rums to determine con¬ 
tinued interest. Upon selection of the 
nominees to bo placed on the ballot, the 
curriculum vitae for each of the nomi¬ 
nees shall be sent to each of the orga¬ 
nizations on the list compiled pursuant 
to paragraph (c*<3> of this section, to¬ 
gether wiili a ballot to be filled out and 
returned within 30 days. After the time 
for return of the ballots has expired. 
the ballots shall be counted and the 
nominee who has received the highest 
number of votes shall be selected as the 
nonvoting member representing con¬ 
sumer interests for that particular ad¬ 
visory committee or subcommittee. In 
the event of a tie. the Commissioner 
shall select the winner by lot from among 
those tied for the highest number of 
votes. 

<5) In the event of the resignation 
or ^moval of a member representing 
consumer Interests before termination 


of the advisory committee on which the 
member is serving, the follow ing proce¬ 
dures shall be used to appoint a replace¬ 
ment to serve out the term of the former 
member. 

<i> The Commissioner shall appoint 
the runner-up. In order of number of 
ballots received, on the original ballot 
submitted pursuant to paragraph (c) (4) 
of this section to fill the vacancy. If 
the runner-up is no longer willing to 
serve as a member, then the next run¬ 
ners-up shall be appointed. 

<ti) If none of the nominees on the 
original ballot is willing to serve, or if 
there was only one nominee on the origi¬ 
nal ballot, the Office of Consumer Pro¬ 
grams shall contact by telephone eligible 
Individuals whose names have been sub¬ 
mitted in the past as candidates for 
membership as representatives of con¬ 
sumer interests. A list of persons who 
are interested in serving on an advisory 
committee shall then be prepared. The 
curricula vitae of these persons, together 
with a ballot;, shall be sent to a repre¬ 
sentative number of consumer organiza¬ 
tions that have been determined to be 
eligible to vote for consumer representa¬ 
tives in accordance with paragraph <c> 
<3> of this section. After 4 days have 
elapsed, the Office of Consumer Pro¬ 
grams Shull contact the consumer orga¬ 
nizations by telephone and elicit their 
votes. The candidate who has received 
the highest number of votes shall be se¬ 
lected* In the event of a tie. the Com¬ 
missioner shall select the winner by lot 
from among those tied for the highest 
number of votes. 

«d) With respect to any nonvoting 
member representing industry interents, 
the Commissioner shall Issue in Lhe Fed¬ 
eral Register* for each specific standing 
technical advisory committee for which 
he hi»s determined that nonvoting mem* 
be; s ore appropriate, a notice requesting 
that any industry organization interested 
In participating in the selectioh of an ap¬ 
propriate nonvoting member repre¬ 
senting Industry interests send a letter 
stating that Interest to the Food and 
Drug Administration employee desig¬ 
nated in Lhe notice within 30 days. After 
the time for such expression of Interest 
hns expired, a letter shall be sent to each 
organization which has expressed such 
an Interest, attaching a complete list of 
oil such organizations, and stating that 
it La their responsibility to consult with 
each other in selecting a single non voting 
member representing industry Interests 
for that particular advisory committee 
within 60 days after receipt of the letter 
If no such individual Is so selected within 
that period of time, the Commissioner 
shall select the nonvoting member rep¬ 
resenting industry interests to serve on 
that advisory committee. 

(e) The Commissioner has determined 
that, because nonvoting members repre¬ 
senting consumer and industry Interests 
are included on advisory committees spe¬ 
cifically for the purpose of representing 
such interests and have no vote, any 
financial interest covered by 18 U.8.C 
208(a) In the class which the member 
represents is irrelevant to the services 
which the government expects from them 
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and thus is hereby exempted pursuant to 
18 U.S.C. 208(b> as too remote and in¬ 
consequential to affect the Integrity of 
their services. 

§ 1 1.86 Right- nnd rf^|iun«ibililie* of 
nonvoting innnixr- of Aihitor* roni* 
in litre*. 

<a> A nonvoting member of an advi¬ 
sory committee selected to represent and 
serve as a liaison with Interested indi¬ 
viduals. associations, and organizations, 
shall have the same rights as any other 
advisory committee member except that: 

(DA non voting member shall not vote 
on any matter before the advisory com¬ 
mittee except such procedural matters 
as additional rules adopted pursuant to 
114.39(a). approval of minutes pursuant 
to 5 14.60(a). decisions relating to tran¬ 
scripts pursuant to 9 14.61(b). and future 
meeting dates. 

<2) No non voting member who is not 
a representative of consumer interests 
and who has not also been appointed as 
a special government employee as pro¬ 
vided in 9 14.80(b) shall have access to 
data and information that constitute a 
trade secret or confidential commercial 
or financial information as defined in 
§ 20 61 of this chapter. 

<b* A nonvoting member of an advi¬ 
sory committee is subject to. and shall 
abide by. ail rides and regulations 
adopted by the Food and Drug Adminis¬ 
tration and the advisory committee. 

fc) It is the responsibility of the non¬ 
voting consumer and industry members 
of an advisory committee to represent 
the consumer and Indus try interests in 
all deliberations. 

fli A nonvoting member does not rep¬ 
resent any particular organization or 
group, but rather represents all inter¬ 
ested persons within the class which he Is 
selected to represent. Accordingly, any 
interested person within the class rep¬ 
resented by that nonvoting member shall, 
upon request, have access to all written 
.statements or oral briefings related to 
the committee prepared by the non voting 
member for distribution to any person 
outside the advisory committee. When 
documents arc prepared with nongov¬ 
ernment funds, persons desiring copies 
may be required to pay a reasonable fee 
to cover printing and similar costs. 

<2> The non voting member shall re¬ 
view all official advisory committee min¬ 
utes to assure their completeness and ac¬ 
curacy. 

• 3 > The non voting member shall act as 
a liaison and conduit between the advi¬ 
sory committee and the interested per¬ 
sons whom he represents, and shall 
transmit requests for information from 
the committee and relevant data, in¬ 
formation. and views to the committee. 
He shall take the initiative in contact¬ 
ing interested persons whom he repre¬ 
sents. to seek out relevant data, informa¬ 
tion. and views, and to relate the progress 
of the advisory committee. 

(4* A nonvoting Industry member 
shall represent all members of the indus¬ 
try, and not any particular association, 
company, product, or ingredient. If a 
matter comes before the committee that 
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directly or indirectly affects the com¬ 
pany which employs the nonvoting in¬ 
dustry member, he shall so Inform the 
committee but need not absent himself 
during the discussion or decline to par¬ 
ticipate in the discussion. A nonvoting 
industry member shall not discuss his 
company's position as such, but may dis¬ 
cuss any matter in general terms. All 
presentations and discussions of scien¬ 
tific data and their interpretation on be¬ 
half of a company shall occur in open 
session, except as provided in 9 14.25(c). 

(5) A nonvoting member of an advi¬ 
sory committee shall not make any pres¬ 
entation to that advisory committee dur¬ 
ing a hearing conducted by th£t advisory 
committee. 

(6) Although a nonvoting member is 
serving in a representative capacity, he 
shall exercise restraint in performing his 
functions and shall not engage in un¬ 
seemly advocacy or attempt to exert un¬ 
due influence over the other members of 
the committee. 

(d) A non voting member of an advi¬ 
sory committee may be removed by the 
Commissioner for failure to comply with 
tl*e provisions of this section as well as 
9 14.80* f). 

£ I 1.90 \d 1 k»c a«l\i*or> conm»»Mi*c 
member*. 

In selecting members of an ad hoc ad¬ 
visory committee, the Commissioner may 
utilize the procedures established in 
99 14.82 and 14.84 or any other proce¬ 
dure he concludes to be appropriate un¬ 
der the circumstances. 

§ 11.9," (oinpin-niiou of public mhi- 
Min roinmittrr iiichiIm r». 

(a) Ail voting advisory committee 
members shall, and any nonvoting mem¬ 
bers may. (1) be appointed as special 
government employees, except for mem¬ 
bers of the Technical Electronic Product 
Radiation Safety Standards Committee, 
and (2) receive a consultant fee and be 
reimbursed for their travel expenses. In¬ 
cluding per diem in lieu of subsistence, 
unless such compensation and reim¬ 
bursement is waived. 

«b> An advisory committee member, 
notwithstanding his primary residence, 
while in attendance at meetings of the 
full committee, or of a subcommittee, 
will be paid whether the meetings are 
held in the Washington. DC area or 
elsewhere. 

ic> An advisory committee member 
who participates in any agency-directed 
assignment will be paid at an hourly rate 
when he performs his work at his home, 
place of business, or in a Food and Drug 
Administration facility located within 
his commuting area, and at a dally rate 
when he is required to travel outside of 
his commuting area to perform his as¬ 
signment. An advisory committee mem¬ 
ber will not be paid for time spent on 
normal preparation for a committee 
meeting. 

(1> An agency-directed assignment Is 
an assignment which meets the follow¬ 
ing criteria: 

<i) An activity which requires under¬ 
taking a definitive study. The activity 
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must produce a tangible end product, 
usually a wTitten report. Examples are 
(a) an analysis of the risks and benefits 
of the use of a class of drugs or a report 
on a specific problem generated by an 
IND or NDA; (5) the performance of 
similar investigations or analysis of com¬ 
plex industry' submissions to support 
advisory committee deliberations other 
than normal meeting preparation; <c ) 
tlie preparation of a statistical analysis 
leading to an estimate of toxicological!y 
safe dose levels: and the design or 
analysis of animal studies of toxicity, 
mutagenicity, teratogenicity, or carcino¬ 
genicity. 

Hi) The performance of an IND or 
NDA review or similar review. 

<2> An advisory committee member 
who undertakes a special assignment, 
the end product of which does not rep¬ 
resent the end product of the advisory 
committee, but rather of his own assign¬ 
ment. can be compensated. Should such 
preparatory work by advisory committee 
members collectively result in an end 
product of the advisory committee, this 
is to be considered normal meeting prep¬ 
aration and advisory committee mem¬ 
bers are not to be compensated for this 
work. 

<d> Salary while In travel status Is 
authorized when an advisory committee 
member has his ordinary pursuits inter¬ 
rupted for the substantial portion of an 
additional* day beyond the day or dAys 
on which he performs services, and as 
a consequence he sustains a loss in his 
regular compensation. This applies on 
weekends and holidays if the special 
government employee suffers a loss in 
income he would otherwise earn on that 
day. For travel purposes, a substantial 
portion of a day is defined as 50 percent 
of the working day. and the traveler will 
be paid at a daily rate. 

Subpart F—Standing Advisory Committees 

9 I f. 100 1.1*1 of Mnmfing ad%!*ory rom< 

mil tees* 

The following standing advisory com¬ 
mittees have been established for the 
Food and Drug Administration. 

(a> Office of the Commissioner —(1> 
Board of Tea Experts, (i> Date estab¬ 
lished: March 2. 1897. 

ill) Function: Advises on establish¬ 
ment of uniform standards of purity, 
quality, and fitness for consumption of 
all tea imported into the United States 
pursuant to 21 U.S.C. 42. 

<2> National Advisory Food and Drug 
Committee. (|> Date established: Novem¬ 
ber 15.1974. 

(11) Function: Reviews and evaluates 
agency programs and advLses on policy 
matters of national significance as they 
relate to the statutory mission of the 
Food and Drug Administration in the 
areas of foods, drugs, cosmetics, medical 
devices, biological products, and elec¬ 
tronic products. Reviews and makes 
recommendations on applications for 
gr&nts-in-aid for research projects rele¬ 
vant to the mission of the Food and Drug 
Administration as required by law. 

(3» Toxicology Advisory Committee . 
<i> Date established: December 9. 1074. 
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(it) Function: Reviews and evaluates 
available data relating to the evaluation 
of the safety of chemicals present in 
foods, drugs, cosmetics, and medical de¬ 
vices. Advises on the safety of specific 
human drugs, animal drugs, color and 
food additives, cosmetic components, and 
components of devices. Recommends the 
development of standardized methodolo¬ 
gies for the toxtetty testing of such 
materials 

<b) Bureau of Biologies, <1> Advisory 
review panels for biological products, and 
dates established. O) Bacterial Vaccines 
and Bacterial Antigens Panel. Estab¬ 
lished December 22. 1972. 

(il) Bacterial Vaccines and Toxoids 
Panel. Established April Id, 1973. 

Oil) Virof Vaccines and Rickc tsial 
Vaccines Panel . Established April 16. 
1973. 

(ivi Skin Test Antigens Panel. Estab¬ 
lished August 24. 1973. 

<v) Allergenic Extracts Panel. Estab¬ 
lished August 24. 1973. 

<vn Blood and Blood Derivatives 
Panel. Established August 24, 1973. 

(2) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of biological products. 

<C) Bureau of Drugs —«1> Anesthesi¬ 
ology Advisory Committee, it) Date es¬ 
tablished: March 23. 1806. 

(If) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and * Investiga¬ 
tional prescription drugs for use in the 
field of anesthesiology. 

(3) Anti-Infective Agents Advisory 
Commit ee. <l) Date established: August 
30. 1967. 

(tt) Function: Reviews and evaluates 
available data concerning safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in 
Infectious diseases. 

<3) Arthritis Advisory Committee . 'i> 
Date established: April 5. 1974. 

«li> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and inveaiiga- 
iiotio) prescription drugs for use In 
arthritic conditions. 

(4) Biometric and Epidemiological 
Methodology Advisory Committee . ii» 
Date established: March 7.1966 

ill) Function: Reviews and evaluates 
scientific studies and data with respect 
to. and otherwise advises the Commis¬ 
sioner on, epidemiological and biomet¬ 
rical methodology. 

<5) Cardiovascular and Renal Ad¬ 
visory Committee. (1) Date established: 
August 27. 1970. 

(11) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and Investiga¬ 
tional prescription drugs for use in 
cardiovascular and renal disorders. 

(6) Controlled Substances Advisory 
Committee. <i> Date established: Sep¬ 
tember 27. 1973. 

<H) Function: Advises the Commis¬ 
sioner regarding the scientific and medi¬ 
cal evaluation of all Information 
gathered by the Department of Justice 
and the Department of Health. Educa¬ 
tion. and Welfare with regard to safety. 
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effectiveness, and abuse potential of 
drugs or other substances classified as 
stimulants, sedatives, hypnotics, or 
analgesics, and recommends actions to 
be taken with regard to control of such 
substances. 

<7> Dental Drug Products Advisory 
Committee. <1> Date established: June 6. 
1972. 

<U> Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
practice of dentistry. 

<g> Dermaotogy Advisory Committee. 
*i» Date established; June 20. 1975. 

• H> Function: Reviews and evaltuites 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
practice of dermatology. 

• 9 • FDA/NI DA Drug Abuse Research 
Advisory Committee. (D Date estab¬ 
lished: March 9.1967. 

<il) Function: Advises the Food and 
Drug Administration on action to be 
taken with r espect to investigational use 
of substances with abuse potential Ad¬ 
vises the National Institute on Drug 
Abuse on supplies of substances for 
clinical studies and on quantities of sub¬ 
stances for animal and In vitro studies. 
Advises FDA and NIDA on development 
of broad outlines for studies of sub¬ 
stance with abuse potential and on new 
methods and testa In animals and man 
by which the dependence liability of 
invest ieatlcuol drugs may be estimated. 

(10) Endocrinology and Metabolism 
Advisory Committee . (1) Date estab¬ 
lished: August 27.1970. 

»ii» Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in en¬ 
docrine and metabolic disorders. 

<ll> Gastrointestinal Drugs Advisory 
Committee. <i> Date established: 
January 3. 1974. 

«ii» Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drags far use in gas¬ 
trointestinal diseases. 

1 12) Neurologic Drugs Advisory Com¬ 
mittee. ti» Date established: June 4. 
1974 

(ii» Function : Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in 
neurologic disease. 

c 13 • Obstetrics and Gynecology Ad¬ 
visory Committee. il> Date established: 
August 31, 1965. 

«ti> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
practice of obstetrics and gynecology. 

<14 > Oncologic Drugs Advisory Com¬ 
mittee. (1) Date established: October 24. 
1973. 

(li» Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
treatment of cancer. 


< 15) Ophthalmic Drugs Advisory Com¬ 
mittee. <i> Date established: Septem¬ 
ber 20.1971. 

<!i) Function: Review's and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in dis¬ 
eases and disorders of the eye. 

U 6) Psychopha rwi acological Agen Ut 
Advisory Committee. il> Date estab¬ 
lished: June 4. 1974. 

<ii> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
practice of psychiatry and related fields. 

117) Pulmonary-Allergy and Clinical 
immunology Advisory Committee. <i> 
Date established: February 17. 1972. 

(il» Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed atul iuvcfttUTa- 
tional prescription drugs for use in the 
treatment of pulmonary disease and 
diseases, with allergic and/or immuno¬ 
logic mechanisms. 

(18> Radiopharmaceutical Advisory 
Committee . <1) Date established. Au¬ 
gust 30.1967 

(iii Function: Reviews and evaluates 
available data concerning .safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs lor use in the 
practice of nuclear medicine. 

«IIIj Surgical Drugs Advisory Com¬ 
mittee. til Date established: Septem¬ 
ber 14. 1971. 

< ID Function: Reviews and evaluates 
available data concerning safety and cf- 
fectivene>s of marketed and Investiga¬ 
tional prescription dvugs for use in the 
field of surgery. 

1 20 > Adcwory review panels for over- 
the-counter <OTC> drugs. <1> Dates es¬ 
tablished. 

(o» Antimicrobial Panel. Established 
March 16. 1972. 

(5) internal Analgesic Panel. Estab¬ 
lished August 31. 1972. 

<c» Cold f Cough. Allergy. Bronchodl - 
to for. and Antiasthmatic Panel. Estab¬ 
lished September 19. 1972. 

• cf> Sedative. Tranquilizer, and Sleep 
Aid Panel. Established September 19, 
1972 

lei Laxative . Antidiarrheal. Anti- 
emetic. and Emetic Panel. Established 
Decern be* 27. 1972 

</» Topical Anatomic Panel. Estab¬ 
lished December 27, 1972. 

rp» Dentifrice and Dental Care Panel . 
Established December 27, 1972. 

</?> Hemorrhoidal Panel Established 
April 16, 1973. 

(I) Ophthalmic Panel. Established 
April 16, 1973. 

< j i Contraceptive and Other Vaginal 
Drug Products Panel Established June 
27. 1973. 

(fc) Oral Cavity Panel Established 
July 16. 1973. 

<f) Anttperspirant Panel Established 
July 16. 1973. 

(mi Miscellaneous Internal Drug 
Products Panel . Established July 16. 
1973. 

(«> Miscellaneous External Drug 
Products Panel Established July 16. 
1973. 
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<o> Vitamin. Mineral, and Hematinlc 
Panel Established July 16. 1973. 

<il> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of nonprcscription druK 
products. 

'd> Bureau of Medical Devices and 
Diagnostic Products. <1> Advisory review 
panels for medical devices, and dates es¬ 
tablished. 

• 1) Anesthesiology DetHce Classifica¬ 
tion Panel Established August 9. 1976. 

Ul> Cardiovascular Device Classifica¬ 
tion Panel, Established August 9. 1976 

• iil» Clinical Chemistry Device Classi¬ 
fication Panel. Established August 10. 
1976. 

iiv> Clin leaf Toxicology Device Clas¬ 
sification Panel . Established August 10. 
1976. 

<v> Dental Device Classification Panel 
Established August 9. 1976. 

• vl> Ear. Nose . and Throat Device 
Classification Panel. Established August 
9. 1976. 

' vii > Gastroenterological and Urologi¬ 
cal Device Classification Panel . Estab¬ 
lished August 9, 1976. 

♦ viii) General and Plastic Surgery 
Service Classification Panel. Established 
August 9.1976. 

<lx> General Hospital and Personal 
Use Device Classification Panel. Estab¬ 
lished August 9. 1976. 

<x» Hematology Device Classification 
Panel Established August 10. 1976 
<xl> Immunology Device Classification 
Panet. Established August 10. 1976. 

<xil> Microbiology Device Classifica¬ 
tion Panel. Established August 10. 1976. 

* xlli • Neurological Device Classifica¬ 
tion Panel Established August 9, 1976. 

txlv# Obstetrical and Gynecological 
Device Classification Panel. Established 
August 9. 1976. 

*xv) Ophthalmic Device Classification 
Panet. Established August 9. 1976. 

<xvi> Orthopedic Device Classification 
Panel. Established August 9. 1976. 

<xvil' Pathology Device Classification 
Panel Established August 10. 1976. 

<xvliii Physical Medicine Device Clas¬ 
sification Panel Established August 9. 
1976. 

<xix) Radiological Device Classifica¬ 
tion Panel Established August 9. 1976. 

•xx> Diagnostic Products Advisory 
Committee. Established August 9. 1972. 

<2> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of devices currently in use 
and makes recommendations for their 
regulation. 

c 3 1 Device Good Manufacturing Prac¬ 
tice Advisory Committee. <i> Date estab¬ 
lished: August 12.1976. 

* ii* Function: Reviews proposed regu¬ 
lations regarding good manufacturing 
practices governing the methods used in. 
and the facilities and controls used for. 
the manufacture, packing, storage, and 
installation of devices, and makes recom¬ 
mendations regarding feasibility and 
reasonableness of the proposed regula¬ 
tions. 

<e> Bureau of Radiological Health— 

1 1 1 Medical Radiation Advisory Com¬ 
mittee. <i> Date established: October 31. 

1963. 
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- Mi# Function: Advises on the formu¬ 
lation of policy and development of a 
coordinated program related to the ap¬ 
plication of ionizing radiation in the 
healing arts. 

«2> Technicat Electronic Product Ra¬ 
diation Safety Standards Committee. (1) 
Date established: October 18. 1968. 

Function: Advises on technical 
feasibility, reasonableness, and practica¬ 
bility of performance standards for elec¬ 
tronic products to control the emission 
of radiation pursuant to 42 U.S.C. 263f 
(f>U>‘A>. 

»f) National Center for Toxicological 
Research. Science Advisory Board. <1* 
Date established: June 2.1973 

<2> Function: Advises on establish¬ 
ment and Implementation of a research 
program that will assist the Commis¬ 
sioner of Food and Drugs and the Ad¬ 
ministrator, Environmental Protection 
Agency. in fulfilling their regulatory 
responsibilities. 

S'lbpirt C—Technical Electronic Products 
R >dist!on Safety Standard:; Committee 

!: t J.I20 l'.*tjil»li»l»nirut of tlir TYrImir.il 
IJi<t:*onlc Product iLutiuliou Safety 
Standards fU>mmtllee (TEPRSSC). 

The Technical Electronic Product 
Radiation Safety Standards Committee 
< TEPRSSC*. consisting of 15 members, 
is established pursuant to the Radiation 
Control (or Health and Safety Act of 
1968 1 4 2 U.S .C. 263f<f> <1HA>). The pur¬ 
pose of TEPRSSC is to provide consulta¬ 
tion with the Commissioner before he 
prescribes any performance standard 
for an electronic product, as required by 
law. 

I ! 122 Fur-ciion* of TEPRSSC. 

♦a> In performing its function of ad¬ 
vising the Commissioner. TEPRSSC: 

•1» May propose electronic product 
radiation safety standards to the Com¬ 
missioner for Ills consideration. 

»2> Shall provide consultation to the 
Commissioner on all performance stand¬ 
ards proposed for consideration under 
42 U.S.C. 263f. 

<3> May make recommendations to the 
Commissioner on any other matters It 
deems necessary or appropriate in ful¬ 
filling the purposes of the act. 

ib* Responsibility for action with re¬ 
spect to performance standards under 42 
U.S.C. 263f rests with the Commissioner, 
after receiving the advice of TEPRSSC. 

$ 1I.12.7 Procedure* of TKPRSSfl 

•a* When the Commissioner is con¬ 
sidering promulgation o/ a performance 
standard for an electronic product, or 
any Amendment of on existing standard, 
he shall, prior to Issuance of a proposed 
regulation in the Federal Register, sub¬ 
mit to TEPRSSC the proposed standard 
or amendment under consideration, to¬ 
gether with other relevant information 
to aid TEPRSSC in Us deliberations. 

ib> The agenda and other material to 
be considered at any meeting shall be 
sent to members whenever possible at 
least 2 weeks prior to the meeting. 

«c) Ten members shall constitute a 
quorum, provided at least three members 
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from each group specified in 42 U.S.C. 
263f(fKl)<A> and in |14.127<a>. be., 
government. Industry, and the public, 
are present. 

(d> The Chairman of TEPRSSC shall 
ordinarily submit to the Commissioner 
a report of the committee’s considera¬ 
tion of any proposed performance stand¬ 
ard for an electronic product within 63 
days after such consideration. If the 
chairman believes that more time is 
needed, he shall so inform the Director 
of the Bureau of Radiological Health in 
writing, in which case an additional 30 
days will be allowed to make the report. 

«e» The provisions of If 14.1 through 
14 7 shall be applicable to TEPRSSC. 
except where other provisions are spe¬ 
cifically Included in ** 14.120 through 
14.130. 

§ 1 1,127 ''Iniilx of TEPRSSC. 

<a> The members shall be appointed 
by the Commissioner after consultation 
with public and private associations and 
organizations concerned with the tech¬ 
nical aspect of electronic product radia¬ 
tion safety. TEPRSSC shall consist of 15 
members, each of whom shall be tech¬ 
nically qualified by training and experi¬ 
enced in one or more fields of science or 
engineering applicable to electronic 
product radiation safety, as follows: 

4 Five members shall be selected 
from government agencies. Including 
State and Federal governments. 

i2» Five members shall be selected 
from the affected industries after con¬ 
sultation with Industry representatives. 

<3> Five members shall be selected 
from the general public, of whom at least 
one shall be a representative of organized 
labor. 

*b> The Commissioner shall appoint a 
committee member as chairman o( 
TEPRSSC 

<c) Appointments of members shall 
be for a term of 3 years or as specified 
by the Commissioner. 

( 1» The chairman shall be appointed 
for a term concurrent with his term as a 
member of TEPRSSC. If the chairman¬ 
ship becomes vacant without adequate 
notice, the executive secretary may ap¬ 
point a committee member as temporary’ 
chairman pending appointment of a new 
chairman by the Commissioner. 

<2) Members shall not be reappointed 
for a second consecutive full term 

«d* A person otherwise qualified for 
membership shall not be eligible for se¬ 
lection as a member of TEPRSSC from 
government agencies or the general pub¬ 
lic if the Commissioner determines ihnt 
he does not meet the requirements of 
the conflict of interest laws and regula¬ 
tions. 

• e) Retention of membership is con¬ 
ditioned upon: 

<1) The member’s continued status 
as a member of the group from which 
he was selected os specified In partferaph 
<a» of this section. 

<2> The absence of any conflict of in¬ 
terest during the term of membership as 
specified in paragraph <d> of this 
section. 

<3> Active participation in TEPRSSC 
activities. 
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(X) Appointment a* a member of 
TEPRSSC shall be conditioned upon a 
certification from the prospective mem¬ 
ber that he: 

(1) Agrees to the procedures and cri¬ 
teria as specified in this subpart. 

<2) Has no conflict of interest as speci¬ 
fied in paragraph (d) of this section. 

<3> Will notify the executive secretary 
of TEPRSSC prior to a ny ch ange in his 
representative status on TEPRSSC which 
may be contrary to the conditions of his 
appointment 

<g> Members of TEPRSSC who are 
not full-time officers or employees of the 
United States sliall, in accordance with 
42 UB.C. 210<C>, receive compensation 
pursuant to the provisions of f 14.95. 

§11.130 Condor! of TEPRSSC meet¬ 
ing-; Availability uf TEPRSSC rrr- 
ordn. 

(a) In accordance with 42 U.C.S . 263f 

(f) U) <B>. all proceedings of TEPRSSC 
shall be recorded, and the record of each 
such proceeding shall be available for 
public inspection. _ 

• b) All proceedings of TEPRSSC shall 
be open except where the Commissioner 
lias determined, in accordance with the 
procedures in I 14,27, that a portion of a 
meeting may be closed. 

Subpart H—Color Additive Advisory 
Committees 

§ 1 1.1 10 Establishment of a rolor addi¬ 
tive ad\ isory committee. 

The Commissioner shall establish a 
color additive advisory committee when¬ 
ever: 

<a> The Commissioner concludes, In 
his discretion, that it would be in the 
public interest for a color additive ad¬ 
visory committee to review and make 
recommendations with respect to the 
safety of any color additive on which 
important issues are pending before the 
Pood and Drug Administration, and for 
interested persons to present data, in¬ 
formation. and views at an oral public 
hearing before a color additive advisory 
committee. 

(b) Any person who would be adversely 
affected by the issuance, amendment, or 
repeal of a regulation listing a color ad¬ 
ditive requests that any issue relating 
to the safety of the color additive arising 
under section 706<bM5)(B) of the act 
because of the color additive's potential 
or actual carcinogenicity and requiring 
the exercise of scientific judgment be re¬ 
ferred to a color additive advisory 
committee. 

(1) The provisions of paragraph (b> 
of this section are inapplicable to any 
issue arising under the transitional pro¬ 
visions in section 203 of the Color Addi¬ 
tive Amendments of 1960 relating to pro¬ 
visional listing of commercially estab¬ 
lished colors. Any color additive advisory 
committee to consider any such matter 
shall be established pursuant to the pro¬ 
visions of paragraph (a) of this section. 

• 2 ) A request for establishment of a 
color additive advisory committee shall 
be pursuant to 1 10 30 of this chapter. 
The Commissioner may deny any such 
petition if inadequate grounds are stated 
for establishment of a color additive ad¬ 
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visory committee. A request for estab¬ 
lishment of a color additive advisory 
committee may not rest on mere allega¬ 
tions or denials, but must set forth spe¬ 
cific facts showing there is a genuine 
and substantial issue of fact that re¬ 
quires scientific Judgment and justifies a 
hearing before a color additive advisory 
committee. When it conclusively appears 
from the request for a color additive ad¬ 
visory committee that the matter is pre¬ 
mature or that it does not involve an 
Issue arising under section 706<b) (5HB> 
of the act or there is no genuine and 
substantial issue of fact requiring scien¬ 
tific Judgment or for any other reason a 
color add Hive advisory committee is not 
justified, the Commissioner may deny the 
establishment of a color additive advi¬ 
sory committee. 

(3) Establishment of a color additive 
advisory committee on the request of an 
interested person shall be conditioned 
upon receipt of the applicable fee spec¬ 
ified In 5 14.155. 

(4) Any person so adversely affected 
may request referral of such a matter to 
a color additive advisory committee at 
any time before, or within 30 days after, 
publication of an order of the Commis¬ 
sioner acting upon a color additive peti¬ 
tion or proposal. 

§ 14.142 Function* of a color additive 
nthi*«n committer. 

(a) A color additive advisory commit¬ 
tee shall review all available information 
relating to the matter referred to it, in¬ 
cluding all data and Information con¬ 
tained in any pertinent color additive 
petition and in Food and Drug Adminis¬ 
tration files. All such data and Informa¬ 
tion so reviewed shall be placed on pub¬ 
lic display and available for review at the 
office of the Hearing Clerk. 

<b> The Commissioner shall specify to 
the color additive advisory committee, in 
writing, the issues on which review and 
recommendations are requested. 

(c) The date of the first meeting of a 
color additive advisory committee, fol¬ 
lowing receipt of the administrative rec¬ 
ord by each of the committee members, 
shall be designated os the beginning of 
the period allowed for consideration of 
the matter by the color additive advisory 
committee. Within 60 days after that 
first meeting, unless the time is extended 
as provided in paragraph <d> of this sec¬ 
tion. the chairman of the color additive 
advisory committee shall certify to the 
Commissioner the report containing the 
recommendations of the color additive 
advisory committee, including any 
minority report. The report shall state 
the recommendations of the color addi¬ 
tive advisory committee and the reasons 
or baste for such recommendations. The 
report shall Include copies of all mnterial 
considered by the color additive advisory 
committee in addition to the administra¬ 
tive record furnished to it 

<d> If the chairman concludes that the 
color additive advisory committee needs 
Additional time, he shall so inform the 
Commissioner in writing and may certify 
the report of the color additive advisory 
committee to the Commissioner within 
90 days instead of GO days. 


(e) More than one matter may be han¬ 
dled by a color additive advisory com¬ 
mittee concurrently. 

§ I 1.145 Procedure* of n color mldilhe 

adilwry committer. 

<a) A color additive advisory commit¬ 
tee sliall be subject to all the require¬ 
ments of the Federal Advisory Commit¬ 
tee Act and this part, 

(b) All interested persons shall have 
a right to consult with the color additive 
advisory committee reviewing a matter, 
and to submit data, information, and 
views to a color additive advisory com¬ 
mittee, In accordance with the proce¬ 
dures established in this part. 

§ I 1.147 Membership of a color iutlkhc 
aiHtftory committee. 

(a) The members of a color additive 
advisory committee shall be selected in 
the following manner: 

(1) If a color additive advisory com¬ 
mittee is established for purposes that do 
not include review of an issue arising 
under section 706(b) (5) (B) of the act. or 
is established on the initiative of the 
Commissioner, the Commissioner may 
utilize the procedure established in par¬ 
agraph (a) (2) of this section to select 
the members, or may utilize an existing 
standing advisory committee listed in 
{ 14.100. or may establish a new advisory 
committee pursuant to the provisions of 
this subpart. Once the Commissioner lias 
established a color additive advisory 
committee pursuant to this paragraph 
and has referred to It a matter relating 
to a color additive, no interested person 
may subsequently request that an addi¬ 
tional or different color additive advisory 
committee be established to review’ and 
make recommendations with respect to 
that color additive. 

(2) If the Commissioner establishes a 
color additive advisory committee to re¬ 
view an issue arising under section 706 
(b)(5)(B) of the act on the request of 
an interested person, it shall be estab¬ 
lished pursuant to the following require¬ 
ments. 

<i> Except as provided in paragraph 
(a) (2) Oi) and Oil) of this section, the 
Commissioner shall request the National 
Academy of Sciences to select the mem¬ 
bers of a color additive advisory com¬ 
mittee from among experts qualified In 
the subject matter to be review ed by the 
committee, and of adequately diversified 
professional backgrounds. The Com¬ 
missioner shall appoint one of the mem¬ 
bers so selected as the chairman. 

(ii) If the National Academy of Sci¬ 
ences Is unnble or refuses to select the 
members of a color additive advisory 
committee, the Commissioner shall se¬ 
lect such members, w ho shall ordinarily 
be the Toxicology Advisory Committee In 
accordance with 1 14.19. 

<iii> If the Commissioner and the re¬ 
questing party agree, the provisions of 
section 706(b) (5) <D) of the act may be 
waived and the matter may be referred 
to any standing advisory committee 
listed under f 14.100 or to any advisory 
committee established pursuant to any 
other procedure that te mutually agree¬ 
able. which shall ordinarily be the Toxi- 
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cology Advisory Committee In accord¬ 
ance with 114,19. Once the Commis¬ 
sioner has so established a color additive 
advisory committee and has referred to 
it a matter relating to a color additive, 
no Interested person may subsequently 
request that an additional or different 
color additive advisory committee be es¬ 
tablished to review and make recom¬ 
mendations with respect to that color 
additive. 

<b> Members of a color additive ad¬ 
visory committee shall be subject to the 
requirements of the Federal Advisory 
Committee Act and this subpnrt. except 
that no member of a color additive ad¬ 
visory committee shall by reason of such 
membership alone be a special govern¬ 
ment employee or be subject to the con¬ 
flict of interest laws and regulations. 

§ I i. 1.15 I'm and roinprriMlion per¬ 
taining to n color adilithr mlrmirv 
committee* 

(a) In the event of a referral of any 
matter to a color additive advisory com¬ 
mittee. all costs related thereto, includ¬ 
ing personal compensation of committee 
members, travel, materials, and other 
costs shall be borne by the person re¬ 
questing the referral, such costs to be 
assessed on the basis of actual cost to 
the ‘ government. The compensation of 
such costs shall include personal com¬ 
pensation of color additive advisory com¬ 
mittee members at a rate not to exceed 
$128.80 per member per day. 

(b> In the case of a request for refer¬ 
ral to a color additive advisory commit¬ 
tee a special advance deposit shall be 
made in the amount of $2,500.00. Where 
required, further advances In increments 
of $2,500.00 each shall be made upon 
request of the Commissioner. All deposits 
for referrals to a color additive advisory 
committee in excess of actual expenses 
shall be refunded to the depositor. 

(c> All deposits and fees required by 
the regulations in this section shall be 
paid by money order, bank draft or cer¬ 
tified check drawn to the order of the 
Food and Drug Administration, collect¬ 
able at par in Washington. DC. All de¬ 
posits and fees shall be forwarded to the 
Associate Commissioner for Administra¬ 
tion. Food and Drug Administration. 
5600 Fishers Lane. Rockville. MD 20857. 
whereupon after making appropriate 
record thereof they will be transmitted 
to the Treasurer of the United States for 
deposit in the special account “Salaries 
and Expenses. Certification. Inspection, 
and Other Services. Food and Drug Ad¬ 
ministration." 

<d» The Commissioner may waive or 
refund such fees in whole or in part 
when. In his Judgment, such action will 
promote the public interest. Any person 
who believes that payment of these 
fees will work a hardship on him may 
petition the Commissioner pursuant to 
§ 10,30 of this chapter to waive or refund 
the fees. 


Subpart I—Public Advisory Committees for 
Human Prescription Drugs 

§ I 1.160 E«»tablift!inirii! of grinding 
treli ideal public advi*orr committee* 
for human prescription drug*. 

The standing technical advisory com¬ 
mittees for human prescription drugs are 
established to advise the Commissioner: 

(a> Generally on the safety and effec¬ 
tiveness. including the labeling and ad¬ 
vertising. and regulatory control of any 
of the human prescription drugs falling 
within the* pharmacologic class covered 
by the advisory committee and on the 
scientific standards appropriate for a 
determination of safety and effectiveness 
in that class of drugs. 

(b) Specifically on any particular mat¬ 
ter involving a human prescription drug 
pending before the Food and Drug Ad¬ 
ministration. including whether the 
available data and information are ade¬ 
quate to support a determination that: 

(1)A particular IND study may prop¬ 
erly be conducted. 

<2> A particular drug meets the statu¬ 
tory standard for proof of safety and 
effectiveness necessary for approval or 
continued approval for marketing. 

A particular drug Is properly clas¬ 
sified as a new drug, an old drug, or a 
banned drug. 

£ M. 171 I'lflimlion of a public advisory 
Mimmillrr on the initlathe of the 
Food Mtid l>rng Administration. 

<a» Any matter involving a human pre¬ 
scription drug under review within the 
agency may. in the discretion of the 
CommissioriPr. be the subject of a public 
hearing and continuing or periodic 
review by the appropriate standing tech¬ 
nical advisory committee for human pre¬ 
scription drugs. The Commissioner's 
determinations with respect to the 
agenda of such an advisory committee 
shall be based upon the priorities of the 
various matters pending before the 
agency which fall within the pharma¬ 
cologic class covered by that advisory 
committee. 

<b> High priority for such hearing and 
review* by the appropriate standing 
technical advisory committee for human 
prescription drugs shall be given to the 
following types of human prescription 
drugs: 

(1) Investigational drugs which are 
potential therapeutic advances over cur¬ 
rently marketed products from the 
standpoint of safety or effectiveness, or 
which pose significant safety hazards, or 
which present narrow benefit-risk con¬ 
siderations requiring a close Judgmental 
decision in regard to approval for mar¬ 
keting. or w’hlch have a novel delivery 
system or formulation, or which are the 
subject of major scientific or public con¬ 
troversy. or which may be subject to spe¬ 
cial regulatory requirements such as a 
limitation on clinical trials, a patient 
followup requirement, post-marketing 
Phase IV studies, distributional controls, 
or boxed warnings. 


(2> Marketed drugs fpr which an im¬ 
portant new use has been discovered, or 
which pose newly discovered safety haz¬ 
ards. or which are the subject of major 
scientific or public controversy, or which 
may be subject to important regulatory 
actions such as withdrawal of approval 
for marketing, boxed warnings, distribu¬ 
tional controls, or newly required scien¬ 
tific studies. 

<c> The advisory committee may re¬ 
quest the Commissioner for an oppor¬ 
tunity to hold a public hearing and to 
review* any matter involving a human 
prescription drug which falls within the 
pharmacologic class covered by the ad¬ 
visory committee. The Commissioner 
shall, after consulting with the advisory 
committee on such request, grant or deny 
the request in light of the priorities of 
the other matters pending before the 
advisory committee. Whenever feasible, 
consistent with the other w*ork of the 
advisory committee, such a request shall 
be granted. 

<d) For any drug which meets any of 
the criteria established in paragraph <b> 
of this section, one or more members of 
or consultants to the appropriate ad¬ 
visory committee may be selected for 
more detailed monitoring of the matter 
and consultation with the Food and Drug 
Administration on behalf of the com¬ 
mittee. Such member or consultant may 
be invited by the agency to attend ap¬ 
propriate meetings and shall assist the 
bureau in any briefing of the committee 
with respect to that matter. 

<c> An advisory committee may ob¬ 
tain advice and recommendations from 
the Toxicology Advisory Committee, the 
Biometric and Epidemiological Method¬ 
ology Advisory Committee, and from such 
other agency advisory committees, con¬ 
sultants and experts as the advisory com¬ 
mittee and the bureau conclude would 
facilitate the w*ork of the advisory com¬ 
mittee. 

(f) Presentation of all relevant data 
and Information relating to any such 
matter shall be made in open session 
unless it relates to an IND the existence 
of which has not previously been dis¬ 
closed to the public as defined in $ 20.81 
of this chapter or is otherwise prohibited 
from public disclosure pursuant to the 
provisions of Part 20 of this chapter and 
the regulations referenced therein. The 
provisions of U 314.14, 431.71. and 601.51 
of this chapter shall determine whether, 
and the extent to which, relevant data 
and information shall be made available 
for public disclosure, summarized and 
discussed In open session but not other¬ 
wise made available for public disclosure, 
or not in any way discussed or disclosed 
in open session or otherw ise disclosed to 
the public. 

§ I 1.172 l lili/ntinn of a public advisory 
committee at the request of an inter¬ 
ested person. 

Any interested person may request, 
pursuant to 5 10.30 of this chapter, that 
a specific matter relating to a particular 
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human prescription drug be submitted 
to an appropriate advisory committee 
for a hearing and review and recommen¬ 
dations. Any such request shall demon¬ 
strate the importance of the matter and 
the reasons why it should be submitted 
f ?r a hearing at that time. The Commis¬ 
sioner may. In his discretion, grant or 
deny any such request 

§ II. 17*1 Advice and rc«*t»imncm!i»tl«m» 
in writing. 

Advice and recommendations given by 
an advisory committee with respect to a 
specific drug or a class of drugs shall 
ordinarily be in the form of a written 
report. Such written report may con¬ 
sist of the approved minutes of the meet¬ 
ing or a separate written report. Such 
written report shall respond to the spe¬ 
cific Issues or questions which the Com¬ 
missioner has addressed to the advisory 
committee, and shall state the basis of 
the advice and recommendations of the 
advisory committee. 


PART It —PUBLIC HEARING BEFORE THE 
COMMISSIONER 

Subp*<1 A—Gene ml PiovitJont 

8ec. 

15-1 Scope 

Support B—Procedure* for Hearing Before the 
Commismlonar 

15 20 Notice of a public hearing before the 
Oommiasloner. 

15ill Notice of appearance; achedu!o for 
hearing 

16.25 Written submission pertaining to a 
public hearing before Ute Commis¬ 
sioner. 

15.30 Conduct of a public hearing before 
the CoinmUmloner. 

Subpan C—flee out* of a Public Heating Before 
the Commie elooer 

15.40 Administrative record of a public 
hearing before the Commissioner. 
15,45 Examination of administrative rec¬ 
ord 

Atmtuamr The Federal Food. Drug* and 
Cosmetic Act luec. 201 et seq . 52 Slut. 1040; 
21 U.S.C. 321 et seq.l. the Public Health Serv¬ 
ice Act uvec. 1 et »eq.. 58 Stat. 882. aa 
amended; 42 UiLC. 20! et «eq ). the Com¬ 
prehensive Drug Abuse Prevention and Con¬ 
trol Act of 1070 (see 4. 84 Stat. 1241; 42 
UJ^C. 257a). the Controlled Substances Act 
(acc. 301 ct aeq.. 84 Stat 1253; 2! UJS C. 821 
et aeq.). the Federal Meat Inspection Act 
(sec. 409(b). 81 SUt. 800; 21 U-S.C. 070(b)). 
the Poultry Products Inspection Act (sec. 
24(b)). 83 SUt 807; 21 OftC. 487f(b)). the 
Egg Products Inspection Act (sec. 2 et aeq. 
84 Stat. 1820; 21 U.&C. 1031 et *cq.). the 
Federal Import MUk Act (44 Stat. 110); 21 
UAC. 141 et ieq.). the Tea Importation Act 
(21 US.C. 41 et acq.). the Federal Caustic 
Poison Act (44 Stat. 1400; 15 UJ&.C. 401-411 
notes), the Fair Packaging and labeling Act 
<80 Stat. 1206; 15 U.S.C. 1461 et eeq.). and aU 
other etatutory authority delegated to the 
Commissioner i21 CFR 5.1), 

Sub port A—General Provision* 

§ IS. I Sc«»JK*. 

This part governs the practices and 
procedures applicable whenever : 

<a) Hie Commissioner concludes. In 
his discretion, that It is In the public 
interest to permit interested persons to 
present data, information, and views at 
a public hearing on any particular mat¬ 


ter. or class of matters, of importance 
pending before the Food and Drug Ad¬ 
ministration. 

(b) Pursuant to specific provisions in 
other sections of this chapter, a matter 
pending before Uie Food and Drug Ad¬ 
ministration is subject to a public hear¬ 
ing before the Commissioner. Such spe¬ 
cific provisions are in ft 330.10(a) (8) of 
this chapter relating to review of the 
safety, effectiveness, and labeling of 
over-the-counter drugs. 

fc) A person* who has right to an op¬ 
portunity for a formal evidentiary pub¬ 
lic hearing under Part 12 of this chapter 
waives that opportunity and in lieu 
thereof requests pursuant to M2.32 of 
this chapter a public hearing before the 
Commissioner pursuant to this part, and 
the Commissioner, in his dtecrrMon. ac¬ 
cepts this request. 

Sobpsst B—Piocadures for Hoermg Before 
the Commissioner 

R 15.20 Natfcr of « public* hearing U forr 
lii«* Co mini a** i otter. 

• a * If the Commissioner determines 
that a public hearing before the Com¬ 
missioner should be held on any matter, 
he shall publish in the Federal Regis¬ 
ter a notice of hearing setting forth the 
following information: 

1 1 > If the hearing i & pursuant to 
5 or <b>: 

ii> The purpose of the hearing and 
the subject matter to be considered. IT 
any written document is to be the sub¬ 
ject matter of the hearing, it shall be 
published as pext of the notice, or ref¬ 
erence shall be made to it if it has al¬ 
ready been published in the Federal 
Uegi tkr, or the notice shall state that 
the document Is available from the 
Hearing Clerk or an agency employee 
designated in the notice. 

tii) The time, date, and place of the 
hearing, or a statement that such in¬ 
formation shall be contained in a subse¬ 
quent notice published in the Federal 
Register. 

<2> If the he tiring is in lieu of a formal 
evidentiary hearing pursuant to § 15.1 
<c). ail of the Information described In 
f 12.32(c) of this chapter. 

ib) The scope of the hearing shall be 
determined by the notice of hearing and 
unv specific provisions In other sections 
of this chapter. If any such specific pro¬ 
vision, e.g.. ft 330.10(a) <10) of this chap¬ 
ter limits a hearing to review of an ex¬ 
isting administrative record, data and 
information not already included in the 
record shall not be submitted or con¬ 
sidered at the hearing. 

§ 15.21 Nullvr of appraramr: * Ticdulr 
for htMring. 

(a) The notice of hearing shall pro¬ 
vide interested persons an opportunity to 
file a written notice of appearance with 
the Hearing Clerk within a specified 
period of time in the form and pursuant 
to the requirements specified In ft 12.45 
of this chapter. If the public Interest 
requires that such a hearing be con¬ 
ducted within a short period of time, 
the notice may nama a specific Food 
and Drug Administration employee, 
together with his telephone number, to 


whom an oral notice of appearance shall 
be given. A written or oral notice of 
appearance shall be received by the 
Hearing Clerk, or other designated per¬ 
son. by the close of business of the day 
specified in the notice. 

<b) A notice of appearance shall state 
the approximate amount of time re¬ 
quested by the person for his presenta¬ 
tion. Individuals and organizations with 
common interests nrc urged to consoli¬ 
date or coordinate their presentations 
(c) Promptly after expiration of the 
time specified in the notice for the filing 
of a notice of appearance, the Commis¬ 
sioner shall determine the amount of 
time allocated to each such person for 
his oral presentation and the time that 
oral presentation is scheduled to begin 
Each such person shall be so informed 
in writing or. if the time prior to the 
hearing is short, bv telephone. The Com¬ 
missioner may require joint presenta¬ 
tions by persons with common Interests. 

id) The Commissioner shall prepare 
a hearing schedule showing the persons 
making oral presentations and the time 
allotted to each such person, which shall 
bo filed with the Hearing Clerk and 
mailed or telephoned to each such person 
anti If time permits, published in the 
Federal Register. 

}j I3.2S Written *ul»mU*ton*» pertaining 
t«> n public bearing before llir (Inin* 
in'se-Ionrr. 

Any Interested person may submit 
data, information, or views on the matter 
(hat Is the subject of the hearing in writ¬ 
ing to the Hearing Clerk, pursuant to 
110.20 of this chapter. The record of the 
hearing shall remain open for 15 days 
after the hearing Is held for any addi¬ 
tional written submissions, unless the 
notice of the hearing specifies otherwise 
or the presiding officer rules otherwise at 
the hearing. 

£ 15.TO ('•trulii’l t»f ,» public lr rnir* Ik- 
Ion tlir (iommU-iiMirr. 

• a) The Commissioner or his designee 
shall preside at the hearing, except where 
specific provisions in other sections of 
this chapter require that the Commis¬ 
sioner preside personally. The presiding 
officer may be accompanied by other 
Food and Drug Administration employees 
or other Federal government employees 
designated by the Commissioner, who 
may serve as a panel in conducting the 
hearing. 

(b> The hearing shall be transcribed, 
(c) Each person may use his allotted 
lime in whatever way he wishes, con¬ 
sistent with a reasonable and orderly 
hearing. A person may be accompanied 
by any number of additional persons, 
and may present any written data. Infor¬ 
mation. or views for Inclusion In the rec¬ 
ord of the hearing, subject to the require¬ 
ments of I 15.25. 

»d> If a person is not present at the 
time, specified for his presentation, the 
persons following will appear in order. 
An attempt will be made to hear any 
such person at the conclusion of the 
hearing. Any other interested persons 
attending the hearing who did not re¬ 
quest an opportunity to make an oral 
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presentation shall be given an opportu¬ 
nity to make an oral presentation at the 
conclusion of the hearing. In the discre¬ 
tion of the presiding officer, to the extent 
that time permits. 

The presiding officer and any other 
persons serving with him as a panel may 
question any person during or at the 
conclusion of his presentation. No other 
person attending the hearing may ques¬ 
tion a person making a presentation. The 
presiding officer may allot additional 
time to any person when he concludes 
that it is In the public interest, but may 
not reduce the time allotted for any 
person w ithout their consent. 

<f) The hearing shall be informal m 
nature, and the rules of evidence shall 
not apply. No motions or objections re¬ 
lating to the adml~£ibility of data. Infor¬ 
mation. and views shall be made or con¬ 
sidered. but other participants may 
comment upon or rebut all such data, 
information, and views. No participant 
may interrupt the presentation of an¬ 
other participant at any hearing for 
any reason. 

Subpart C—Records of a Public Hearing 
Before the Commirs’oner 

§ 15.10 AdiniiiUtmtivr rcntnl of n pub¬ 
lic Itruring before ihr (lommioiotirr. 

(a) The administrative record of a 
public hearing before the Commissioner 
shall consist of the following: 

(1) All relevant Federal Register no¬ 
tices. including any documents to which 
they refer. 

(2) All writ ten submissions pursuant 
to 5 15.25. 

<3> The transcript of the oral hearing. 

<b> The record of the administrative 
proceeding shall be closed at the time 
specified in 5 15.25. 

§ 15.15 jiniinnlMi'.i of iiJitiiiiUtratiir 
record. 

The availability for public examination 
and copying of each document which is 
a part of the administrative record of 
the hearing shall be governed by the pro¬ 
visions of i 10.20(J> of this chapter. Each 
document which is available for public 
examination or copying shall be placed 
on public display in the office of the 
Hearing Clerk promptly upon receipt lti 
that office. 


PART 16—RFGULATORY HEARING BE¬ 
FORE THE FOOD AND ORUG ADMINIS¬ 
TRATION 

Subpart A—Certerjl Provision* 

Sec 

16.1 Scope. 

16.6 Inapplicability and limited applica¬ 
bility. 

Subpart B—Initiation of Procoodingt 

16.22 Regulatory hearing on the Initiative 
of the Commhaloner. 

1624 Regulatory hearing pursuant to regu¬ 
lation. 

Subpart C—Providing Officer and Commissioner 
16.40 Presiding officer 
16.42 Commlantcmer. 

Subpart D—Procedure* for Regulatory Hearing 
16.60 Hearing procedure. 

10 62 Right to counsel. 
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Subpart E— Admin Hit rat ive Record Decision* 

Sec. 

1640 Administrative record of a regulatory 
bearing. 

16 65 Examination of administrative record. 
1695 Record for admlntxtraitve decision 

Subpart F —Reconvideration and Stay 
10 119 Reconsideration and «tay of action. 

Subpart G—Judicial Retiew 

16.120 Judicial reTlea*. 

AtTHOftirv; The Federal Food, Drug, and 
CouneUc Act <soc 201 et *cq . 52 Stat. 1040; 
21 UB.C 321 et ecq ), the Public Health Serv¬ 
ice Act lacc 1 et aeq.. 68 Stat. 682. as 
amended; 42 U5.C. 201 et *eq.». the Com¬ 
prehensive Drug Abuse Prevention and Con¬ 
trol Act of 1970 < see. 4. 64 Stat. 1241. 42 
UJ6C. 267al. the Controlled Substance* Act 
»««. 201 et seq . 84 8tat. 1263; 21 UJ.C. 821 
CL aeq.). the Federal Meat Inspection Act 
iccc. 409 t b). 81 Stat 600: 21 USX!. 070(b)), 
the Poultry Products Inspection Act (sec 
54(b), 82 Stat. 807; 21 DSC 467T(b)). the 
Egg Product* Inspection Act (aec 7 et uoq . 
84 Stat. 1020: 21 UJS C. 1031 et seq ). the 
Federal Import Milk Act (44 But. 1101: 31 

141 et *eq.). the Tea Importation Act 
(21 P8.C. 41 et aeq.). the Federal Caustic 
Poison Act (44 SUt. MOO: 18 UR.C. 401-411 
uiitea). the Fair Packaging aud labeling Act 
(80 Stat 1296: 15 U.S.C 1451 et seq ). and all 
other statutory authority delegated to the 
Commlnatoner (21 CFR 5.1). 

Subiarl A—Cencra 1 P.ovitarts 
5 1 ’• I iHopr. 

This part governs the practices and 
procedures applicable whenever: 

ta> The Commissioner is considering 
any regulatory action, including a re¬ 
fusal to act. And concludes, in his discre¬ 
tion. on his own initiative or at the sug¬ 
gestion of any person, to offer nn oppor¬ 
tunity for a regulatory hearing Lo obtain 
additional information before he makes 
a decision or takes action. 

<b) Any provision in any regulation 
of this chapter provides any person with 
an opportunity for a hearing with respect 
to any regulatory action, including pro¬ 
posed action, and such regulation either 
specifically provides an opportunity for a 
regulatory hearing pursuant to this sub¬ 
part or provides on opportunity for a 
hearing but does not specify the pro¬ 
cedures for such hearing and such pro¬ 
cedures are not specified In other provi¬ 
sions of tills chapter. Such sections arc: 

(1> Section 202.1 <J>(5>. relating to 
approval of prescription drug advertise¬ 
ments. 

<2* Section 80.31(b), relating to re¬ 
fusal to certify a batch of a color addi¬ 
tive. 

*3) Section 80.34(h). relating to sus¬ 
pension of certification service for a color 
additive. 

(4> Section 71.37(a). relating to use 
of food containing a new color additive. 

i5) Section 130.17(1), relating to a 
temporary’ permit to vary from a food 
standard. 

i6» Section 170.17(b). relating to use 
of food containing an Investigational 
food additive. 

(7) Section 511.1(b)(5), relating to 
use of food containing an investigational 
new animal drug. 
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<8> Section 511.1(c)(1), relating to 
termination of an IN AD for an inves¬ 
tigator. 

(9) Section 511.1 (c)(4) and (d). re¬ 
lating to termination of an INAD for a 
sponsor. 

(10 * Section 514.210. relating to sus¬ 
pension of certification service for a vet¬ 
erinary antibiotic drug. 

(Hi Section 312.1(c)(1), relating to 
whether an investigator is entitled to 
receive investigational new drugs. 

(12> Section 312.1 (c>(4» and (d>. re¬ 
lating to termination of an IND for a 
rponsor. 

‘13i Section 312.9(c), relating to ter¬ 
mination of an IND for tests in vitro and 
in laboratory research animals for a 

sponsor. 

< 14» Section 429.50. relating to sus¬ 
pension of certification service for an 
insulin drug. 

(15) Section 431.52. relating to sus¬ 
pension of certification service for an 
antibiotic drug. 

(I6> Section 433.2(d). relating to ex¬ 
emption from certification for an anti¬ 
biotic drug. 

«17) Section 433.12<b> <5>. relating to 
an exemption from labeling for a certifi¬ 
able antibiotic drug. 

(18) Section 433.13(b). relating to an 
exemption from manufacturing use for 
a certifiable antibiotic drug. 

(19* Section 433.14(b). relating lo an 
exempt inn for storage for a certifiable 
antibiotic drug. 

(20) Section 433.15(b). relating to an 
exemption for processing for a certifiable 
antibiotic drug. 

<21» Section 433.16(b), relating to an 
exemption for repacking for a certifiable 
antibiotic drug. 

(22) Section 1003.11 <a>(3>. relating 
to the failure of an electronic product to 
comply with an applicable standard or 
to a defect in an electronic product. 

(23» Section 1003.31(d), relating to 
denial of on exemption from notification 
requirements for an electronic product 
which falls to comply with an applicable 
standard or lias a defect 

(24* Section 1004.6. relating to plan 
for repurchase, repair, or replacement 
of aif'clectronic product. 

(25> Sctllon 1210.30. relating to de¬ 
nial, suspension, or revocation of a per¬ 
mit under the Federal Import Milk Act. 

«2fl > Any other provision in the regu¬ 
lations in this chapter under which a 
party who is adversely affected by regu¬ 
latory action is entitled to an opportu¬ 
nity for a hearing, and no other proce¬ 
dural provisions In this part ore by regu¬ 
lation applicable to such hearing. 

§ 16 *o . Inapplirubililt and limited . p- 
p ties blllty. 

(a) The provisions of this part are in¬ 
applicable to the following: 

(1 > Informal presentation of views be¬ 
fore reporting a criminal violation pur¬ 
suant to section 305 of the act and sec¬ 
tion 5 of the Federal Import Milk Act 
and $ 1210.31 of this chapter. 

(2) A hearing with respect to a refusal 
of admission of a food, drug, device, or 
cosmetic pursuant to section 801(a) of 
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the act and 1 1.94 of this chapter, or of 
an electronic product pursuant to sec¬ 
tion 360(a) of the Public Health Service 
Act and 1 1005 20 of this chapter. 

(3) Factory Inspections, recalls, regu¬ 
latory letters, and similar compliance 
activities related to law enforcement. 

(b) The provisions of this subpart are 
applicable to hearings conducted pur¬ 
suant to specific procedural provisions in 
other sections of this chapter to the ex¬ 
tent that the provisions of this subpart 
are in addition to the provisions In such 
other sections and not In conflict with 
them, e.g.. the right to counsel, public 
notice of the hearing, reconsideration 
and stay, and Judicial review. Such 
other sections include Subpart A of Part 
108 of this chapter, relating to emer¬ 
gency permit control. 

Subpart B—initiation of Proceedings 

$ 16.22 Regulatory hearing on the ini¬ 
tiative of the (x>iiimi)ii)Kinrr. 

(a) A regulatory hearing on the initia¬ 
tive of the Commissioner pursuant to 
116.1(a) shall be initiated by a notice 
of opportunity for hearing from the Food 
and Drug Administration. 

(1) Such notice shall be sent by regis¬ 
tered mall, telegram, telex, personal de¬ 
livery. or any other mode of written com¬ 
munication. 

<2) 8uch notice shall specify the facts 
and the action that are the subject of 
the opportunity for a hearing. 

(3) Such notice shall state that the 
notice of opportunity for hearing and the 
hearing are governed by the provisions 
of this subpart. 

(4) Such notice shall state the time 
within which a hearing shall be request¬ 
ed. shall be signed by the Food and Drug 
Administration employee who will be the 
presiding officer in the event a hearing 
is held, and shall state the name, ad¬ 
dress, and telephone number of the pre¬ 
siding officer. 

<b) Any person ofTered an opportunity 
for a hearing shall have the amount of 
time specified in the notice, which shall 
be not less than 3 working days after re¬ 
ceipt of such notice, within which to re¬ 
quest a hearing. Such request may be 
filed by registered mail, telegram? telex, 
personal delivery, or any other mode of 
written communication, addressed to the 
presiding officer. If no response Is filed 
within such time, the offer shall be 
deemed to have been refused and no 
hearing shall be held. 

<c) If ft hearing is requested, such 
hearing shall take place at a time and 
location agreed upon by the party re¬ 
questing the hearing and the presiding 
officer or, if such agreement cannot be 
reached, at a reasonable time and loca¬ 
tion designated by the presiding officer. 

(d) A notice of opportunity for hear¬ 
ing under tills section shall not operate 
to delay or stay any administrative ac¬ 
tion, including enforcement action of any 
kind, by the agency unless the Commis¬ 
sioner, In his discretion, determines that 
delay or a stay Is in the public interest 
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g 16.2-1 Regulatory hearing pursuant l« 
regulation. 

(a) A regulatory hearing pursuant to 
a regulation listed In $ 16.1(b) shall be 
Initiated by a notice of opportunity for 
hearing from the Food and Drug Admin¬ 
istration. 

(1) Such notice shall be sent by reg¬ 
istered mall, telegram, telex, personal de¬ 
livery. or any other mode of written com¬ 
munication. 

(2) 8uch notice shall specify the facts 
and the action that are the subject of the 
opportunity for hearing, and shall state 
whether the action is or is not being 
taken pending the hearing pursuant to 
paragraph (f) of this section. 

(3) Such notice shall state that the 
notice of opportunity for hearing and the 
hearing are governed by the provisions 
of this subpart. 

(4) Such notice shall state the time 
within which a hearing shall be re¬ 
quested. and shall state the name, ad¬ 
dress. and telephone number of the Food 
and Drug Administration employee to 
whom any request for hearing shall be 
addressed. 

(b) Any person offered an opportunity 
for hearing shall have the amount of 
time specified in the notice, which shall 
be not less than 3 working days after 
receipt of such notice, within which to 
request a hearing. Such request may be 
filed by registered moll, telegram, telex, 
personal delivery, or any other mode of 
written communication, addressed to the 
presiding officer. If no response Is filed 
within such time, the offer shall be 
deemed to have been refused and no 
hearing shall be held. 

(c) If a hearing Is requested, the Com¬ 
missioner shall designate a presiding of¬ 
ficer and such hearing shall take place at 
a time and location agreed upon by the 
party requesting the hearing and the 
presiding officer or. if such agreement 
cannot be reached, at a reasonable time 
and location designated by the presiding 
officer. The hearing may not be required 
to be held at a time less than two work¬ 
ing days subsequent to receipt of the re¬ 
quest for hearing. 

<d) Before the hearing, the Food and 
Drug Administration shall give to the 
party requesting the hearing reasonable 
notice of the matters to be considered at 
the hearing, including a comprehensive 
statement of the basis for the decision or 
action taken or proposed that is the sub¬ 
ject of the hearing and a general sum¬ 
mary of the information that will be 
presented by the Food and Drug Ad¬ 
ministration at the hearing in support of 
such decision or action. Such informa¬ 
tion may be given orally or in writing, 
in the discretion of the Commissioner. 

<e) The Food and Drug Administration 
and the party requesting the hearing 
shall, if feasible, at least 1 day before 
the hearing provide to each other writ¬ 
ten notice of any published articles or 
written Information to be presented at 
or relied on at the hearing. A copy shall 
also be provided In advance If the other 


participant could not reasonably be ex¬ 
pected to have or able to obtain a copy. 
If written notice or a copy Is not so 
provided, the presiding officer shall. If 
time permits, allow the party who did not 
receive the notice or copy additional 
time after the close of the hearing to 
make a submission with respect to the 
article or information. 

(f) The Commissioner may take such 
action pending a hearing pursuant to 
this section as he concludes is necessary 
to protect the public health, except where 
expressly prohibited by statute or regu¬ 
lation. A hearing to consider action al¬ 
ready taken, and not stayed by the Com¬ 
missioner, shall be conducted on an ex¬ 
pedited basis. 

(g) On the basis of the administrative 
record of the hearing specified in | 16.80 
(a). the Commissioner shall issue a writ¬ 
ten decision stating the reasons for hlr 
administrative action and the basis In 
the record. 

Subpart C—Presiding Officer and 
Commissioner 

8 16.40 Pn*»iding officer. 

(a) Any Food and Drug Administra¬ 
tion employee to whom the Commissioner 
delegates such authority, or any other 
agency employee designated by an em¬ 
ployee to whom such authority is dele¬ 
gated. may serve as the presiding officer 
at and conduct a regulatory hearing pur¬ 
suant to the provisions of this subpart. 

(b) The presiding officer shall be free 
from bias or prejudice and shall not have 
participated in the Investigation or ac¬ 
tion that is the subject of the hearing 
or be subordinate to a person, other than 
the Commissioner, who has participated 
In such investigation or action. 

(c) A different presiding officer may 
be substituted for the one originally de¬ 
signated pursuant to tft 16.22 and 16.24 
without notice to the parties. 

§ 16.42 

Whenever the Commissioner has dele¬ 
gated authority under Part 5 of this 
chapter with respect to a matter for 
which a regulatory hearing is available 
under this subpart, the functions of the 
Commissioner under this part may be 
performed by any of the officials to whom 
the authority has been delegated. 

Subpart D—Procedures for Regulatory 
Hearing 

§ 16.60 Hearing procedure. 

<a) A regulatory hearing shall be a 
public hearing, except when the Com¬ 
missioner determines that all or part of 
a hearing should be closed in order to 
prevent a clearly unwarranted invasion 
of personal privacy; to prevent the dis¬ 
closure of a trade secret or confidential 
commercial or financial information that 
Is not available for public disclosure pur¬ 
suant to | 20.61 of this chapter; or to 
protect investigatory records compiled 
for law enforcement purposes that ore 
not available for public disclosure pur¬ 
suant to $ 20.64 of this chapter. 
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• 1 < The Commissioner may determine 
that a regulatory hearing shall be closed 
either on hts Initiative or pursuant to a 
request by the party asking for a regula¬ 
tory hearing, at the time he requests 
such hearing. 

• 2» If the hearing is a private hear¬ 
ing. no persons other than the party 
request mg the hearing, his counsel and 

lessee, and an employee or consultant 
or other person subject to a commercial 
arrangement as defined In 5 20.81 (a ) of 
this chapter, and Food and Drug Admin¬ 
istration representatives, shall be enti¬ 
tled to attend. 

<3) If the hearing is a public hearing, 
it shall be announced on the public cal¬ 
endar described In g HMOOtai of this 
chapter whenever feasible, and any In¬ 
terested person who attends the hear¬ 
ing may participate to the extent of pre¬ 
senting relevant information. 

<b> A regulatory hearing shall be con¬ 
ducted by a presiding officer. Employees 
of the Food and Drug Administration 
shall first give a full and complete state¬ 
ment of the action which is the subject 
of the hearing, together with the infor¬ 
mation and reasons supporting it, and 
may present any oral or written infor¬ 
mation relevant to the hearing. The 
j>arty requesting the hearing shall then 
have the right to present any oral or 
written Information relevant to the hear¬ 
ing. All parties may confront and con¬ 
duct reasonable cross-examination of 
any person (except for the presiding of¬ 
ficer and counsel for the parties) who 
makes any statement with respect to 
the matter at the hearing. 

<ct The hearing shall be informal In 
nature, and the rules of evidence shall 
not apply. No motions or objections re¬ 
lating to the admissibility of data, infor¬ 
mation. and views shall be made or con¬ 
sidered. but any other party may 
comment upon or rebut alt such data, 
information, and views. 

«d> The Commissioner may. in his dls- 
cretlon. order the hearing to be tran¬ 
scribed The party requesting the hear¬ 
ing shall have the right to have the 
hearing transcribed, at his expense, in 
which case o copy of such transcription 
shall be furnished to the Food and Drug 
Administration and Included with the 
presiding officer's report of the hearing. 
Any transcription of the hearing shall 
be included with the presiding officer s 
report of the hearing. 

«e> The presiding officer shall prepare 
a written report of the hearing. All writ¬ 
ten material presented at the hearing 
shall be attached to the report. When¬ 
ever time permits, the parties to the 
hearing shall be given the opportunity 
to review and offer corrections to the 
presiding officer's report of the hearing. 

(f) The presiding officer shall include 
as part of his rci>ort of the hearing a 
finding on the credibility of witnesses 
•other than expert witnesses) whenever 
credibility Is a material Issue, and shall 
include a recommended decision, with a 
Maicment of reasons, unless the Com¬ 
missioner directs otherwise. 

• g> The presiding officer shall have the 
power to take such actions and make 
Mich rulings as arc necessary or appro¬ 
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priate to maintain order and to conduct 
a fair, expeditious, and impartial hear¬ 
ing. and to enforce the requirements ot 
this subpart pertaining to the conduct of 
hearings. The presiding officer may di¬ 
rect that the hearing shall be conducted 
in any suitable manner permitted by law 
and these regulations. 

§ lb.02 Itiglil to ... 

Any party to a hearing pursuant to this 
part shall have the right at all times 
to be advised and accompanied by coun¬ 
sel. 

Subpart E—Administrative Record 
* Decisions 

§ 10.80 VcIminUlnititr record of u rrg- 
itlnlary liraring. 

<a* The record of the regulatory hear¬ 
ing shall consist of the following: 

The notice of opportunity for 
hearing and the response thereto. 

<2> All written data, information, and 
views submitted to the presiding officer 
at the hearing or thereafter if specifi¬ 
cally permitted by the presiding officer. 

< 3 > Any transcript of the hearing. 

The presiding officer's report of 
the hearing and corrections of the report 
submitted pursuant to 8 16.60te). 

<b> The record of the regulatory 
hearing shall be closed with respect to 
the submission of data, information, and 
views, at the close of the hearing, unless 
the presiding officer .specifically permits 
additional time for a further submission. 

<c) The record of the administrative 
proceeding shall consist of the record of 
the regulatory hearing, the Commis¬ 
sioner's decision referred to in 9 16.24«g>. 
and the other data and information re¬ 
ferred to in 8 16.95fa>. 

o 16.83 K.vnmin ifion of M<lnMiii»trt£livr 
rrrvni. 

The availability for public disclosure 
of each document which Is a part of the 
administrative record of a regulatory 
hearing shall be governed by the provi¬ 
sions of Part 20 of this chapter and the 
regulations referenced therein. 

§ 16.03 Record for mliumi»lr.iti\r drei- 
•latt. 

<a > With respect to any matter which 
is subject to an opportunity for a hear¬ 
ing pursuant to g§ 16.1<a> and 16.22, the 
administrative record of the hearing 
specified in 5 16.80*a> shall be consid¬ 
ered by the Commissioner together with 
all other relevant data and Information 
available to the Food and Drug Admin¬ 
istration in determining whether regu¬ 
latory action should be taken and. if so. 
what form of regulatory action should be 
taken. 

(b» With respect to any matter which 
is subject to an opportunity for a hear¬ 
ing pursuant to §5 16.1<b) and 16.24, 
the administrative record of the hearing 
specified in 9 16.80(a) shall constitute 
the exclusive record for decision. 

Subpart F —Reconsideration and Stay 

§ 16.119 ItminoidiTulinn and «ta* of 
lion. 

Following any final administrative ac¬ 
tion which is the subject of a hearing 
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pursuant to this part or any provi¬ 
sion referenced in 3 16.5(b), any party 
may petition the Commissioner for re¬ 
consideration of any part or all of such 
decision or action pursuant to } 10.33 of 
this chapter or rnay petition for a stay 
of such decision or action pursuant to 
8 10.39 of this chapter. 

Subpart G—Judicial Review 
§ 16.120 Judicial 

The availability of judicial review with 
respect to any regulatory action which is* 
the subject of a hearing pursuant to tills 
subpart shall be governed by the provi¬ 
sions of 5 10.45 of this chapter. 


PART 1?—STANDARDS OF CONDUCT AND 
CONFLICTS OF INTEREST 

Subpart A—General Provision* 

Sec. 

10.1 Scope. 

10.5 Reference to Department regulation*. 

10.6 Code of ethics for government service. 
19.10 Food and Drug Administration Con¬ 
flict of Interest Review Board 

Sub part 8—Reporting of Violations 

19 21 Duty to report violation 

Subpart C—Disqualification Conditions 

19.45 Temporary disqualification of former 
employees. 

19.56 Permanent disqualification of former 
employee*. 

AtrrnoRtTT ■ The Federal Food. Drug, and 
Cosmetic Act (*cc 201 et seq . 62 Stmt. 1040; 
31 U.S.C. 321 et seq.). the Public Health Serv¬ 
ice Act (nee 1 et *eq., 68 8tat. 683. ha 
amended; 42 U8.C. 201 et f*eq.|, the Com¬ 
prehensive Drug Abuse Prevention and Con¬ 
trol Art of 1970 (sec 4. 84 Stat. 1241; 42 
US.C 267a), the Controlled Substance* Act 
(sec. 301 et *eq.. 84 SUt 1253; 21 US.C. 82! 
et *eq.». the Federal Meat Inspection Act 
(sec. 409(b). 81 Stat. 000; 21 US.C. 679(b)). 
the Poultry Product* Inspection Act (see. 
24(b). 82 Stat. 807; 21 US.C. 40?f(b>). the 
Egg Product's Inspection Act (sec. 2 et seq . 
84 8tat. 1620; 21 US C. 1031 et *eq.), the 
Federal Import Milk Act (44 Stat. 1101; 21 
US.C. 141 et seq.), the Tea Importation Act 
(21 U.S.C. 41 et seq ), the Federal Caustic 
Poison Act (44 Stat 1406; 15 US.C. 401-411 
note* i, the Fair Packaging and Labeling Act 
180 Stat. 1296; 16 US.C. 1461 et seq.». and all 
other statutory authority delegated to the 
Commissioner (21 CFR 6.1). 

Subpart A—General Provisions 

§ 19.1 Scope. 

This part governs the standards of 
conduct for. and establishes regulations 
to prevent conflicts of Interest by, all 
Food and Drug Administration em¬ 
ployees. 

§ 19.3 Itrfr/rntr to Department r. il¬ 
lation*, 

«a> The provisions of 45 CFR Part 73. 
establishing standards of conduct for all 
Department employees, are fully ap¬ 
plicable to all Food and Drug Admin¬ 
istration employees, except that such 
regulations shall be applicable to special 
government employees. i.e.. consultants 
to the Food and Drug Administration, 
only to tlic extent stated in Subpart L of 
45 CFR Part 73 

«b) The provisions of 45 CFR Part 73a 
supplement the Department standards of 
conduct and apply only to Food and Drug 
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Administration employees except special 
government employees. 

§ 19.6 Code of elhh** far govrWtttUPMl 
wn ire. 

The following code of ethics, adopted 
by Congress on July 11. 1958. shall apply 
to all Food and Drug Administration em¬ 
ployees: 

Coot OF Ethics ros CJovr/iKMorr Sravict 

Any person In Government service should: 

1. Put loyalty to the highest moral prin¬ 
ciples and to country above loyalty to per¬ 
son*. party, or Government department. 

2. Uphold the Constitution, laws, and legal 
regulation* of the United States and of all 
government* therein and nover he a party 
to their evasion. 

3. Give a full day's labor for a full day^s 
pay; giving to the performance of his duttes 
his earnest effort and best thought 

4. Seek to find and employ more ©mcient 
and economical ways of getting tasks accom¬ 
plished. 

6. Never discriminate unfairly by the dis¬ 
pensing of special favors or privilege* to any¬ 
one. whether for remuneration or not: and 
never accept, for himself or his family, favors 
or benefit* under circumstances which might 
be construed by reasonable person* a* In¬ 
fluencing the performance of hi* govern¬ 
mental duties. 

6. Make no private promisee of any kind 
binding upon the duties of office, since a 
Government employee ha* no private word 
which can be binding on public duty. 

7. Engage in no business with the Govern¬ 
ment, either directly or Indirectly, which la 
Inconsistent with the conscientious perform¬ 
ance of hi* governmental duties. 

g. Never use any Information coming to 
him confidentially in the performance of gov¬ 
ernmental duties aa a mean* for making 
private profit 

9. Expose corruption wherever discovered. 

10. Uphold these principles, ever conscious 
that pubUc office 1* a public trust. 

§ 19.10 Food and Drug Admin!*!ration 
Conflict of Interest Review Hoard. 

i a i The Commissioner shall establish o 
permanent five-member Conflict of 
Interest Review Board, which shall re¬ 
view and make recommendations to the 
Commissioner on all specific or policy 
matters relating to conflicts of interest 
arising within the Food and Drug Ad¬ 
ministration that are forwarded to It by 
<1> tiie Associate Commissioner for Ad¬ 
ministration or *2) anyone who is the 
subject of an adverse determination by 
the Associate Commissioner for Admin¬ 
istration on any matter arising under the 
conflict of interest laws, except a deter¬ 
mination of an apparent violation of law. 
The Director, Division of Personnel 
Management. Office of the Associate 
Commissioner for Administration, shall 
serve as executive secretary of the Re¬ 
view Board. 

<b> It shall be the responsibility of 
every Food and Drug Administration em¬ 
ployee with whom any specific or policy 
issue relating to conflicts of interest is 
raised, or who otherwise wishes to have 
-any such matter resolved, to forward the 
matter to the Associate Commissioner 
for Administration for resolution, except 
that reporting of apparent violations of 
law are governed by $ 19.21. 

(c) All general policy relating to con¬ 
flicts of interest shall be established in 


guidelines pursuant to the provisions of 
ft 10.90(b) of this chapter and whenever 
feasible shall be incorporated in regula¬ 
tions in this subpart. 

<d> All decisions relating to specific 
Individuals shall be placed in a public file 
established for tills purpose by the Pub¬ 
lic Records and Documents Center. e.g.. 
u determination that a consultant may 
serve on an advisory' committee with 
specific limitations or with public dis¬ 
closure of stock holdings, except that 
such determination shall be written in 
a way that docs not identify the Individ¬ 
ual in the following situations: 

<1) A determination that an employee 
must dispose of prohibited financial in¬ 
terests or refrain from incompatible out¬ 
side activities in accordance with estab¬ 
lished Department or agency regulations. 

(2) A determination that a proposed 
consultant is not eligible for employment 
by the agency. 

(3) A determination that public dis¬ 
closure of any information would consti¬ 
tute an unwarranted invasion of personal 
privacy in violation of 5 20.63 of this 
chapter. 

Subpart B—Reporting of Violations 
§ 19.21 Duly tu report violation*. 

(a) The Policy Management Staff, As¬ 
sociate Commissioner for Administration, 
is responsible for obtaining factual Infor¬ 
mation for the Food and Drug Adminis¬ 
tration on any matter relating to allega¬ 
tions of misconduct, impropriety, con¬ 
flict of interest, or other violations of 
Federal statutes by agency pcrsonnel. 

(b) Any Food and Drug Administra¬ 
tion employee who has factual informa¬ 
tion showing or who otherwise believes 
that any present or former Food and 
Drug Administration employee has vio¬ 
lated or is violating any provision of this 
subpart or of 45 CFR Parts 73 or 73a 
or of any statute listed In Appendix A to 
45 CFR Part 73 should report such infor¬ 
mation directly to the Policy Manage¬ 
ment Staff. Any such reports shall be in 
writing or shall with the assistance of 
the Policy Management Staff be reduced 
to writing, and shall be promptly investi¬ 
gated. 

ic> Any report pursuant to paragraph 
ib) of this section and any records relat¬ 
ing to an investigation of such reports 
shall be maintained in strict confidence 
in the flics of the Policy Management 
Staff, shall be exempt from public dis¬ 
closure, and may be reviewed only by 
authorized Food and Drug Administra¬ 
tion employees who are required to do so 
In the performance of their duties. 

Subpart C —Disqualification Conditions 

§ 19.15 Temporary cUmjii alt lira linn of 
former employ ect* 

Within 1 year after termination of 
employment with the Food and Drug 
Administration, no former Food and 
Drug Administration employee, includ¬ 
ing a special government employee, shall 
appear personally before the Food and 
Drug Administration or other federal 
agency or court as agent or attorney for 
any person other than the United States 
in connection with any proceeeding or 


matter in which the United States Is a 
party or has a direct and substantial In¬ 
terest and which was under his official 
responsibility at any time within oiv* 
year preceding termination of such re¬ 
sponsibility. The term "oificial responsi¬ 
bility” means the direct administrative 
or operating authority, whether inter¬ 
mediate or final, and cither exercisable 
alone or with others, and either per¬ 
sonally or tlirough subordinates, to ap¬ 
prove. disapprove, or otherwise direct 
government action. 

£ 19.55 Pcrmirncnt ration of 

former ruiployceif 

No former Food and Drug Adminis¬ 
tration employee, including a special gov- 
eminent employee, shall knowingly act 
as agent or attorney for anyone other 
than United States in connection with 
any judicial or other proceeding, applica¬ 
tion, request for a ruling or other deter¬ 
mination. contract, claim, controversy, 
charge, accusation, or other particular 
matter involving a specific party or par¬ 
ties in which the United States is a party 
or has a direct and substantial interest 
and lit which he participated personally 
and substantially through decision, ap¬ 
proval, disapproval, recommendation 
rendering of advice, investigation, or 
otherwise as a Food and Drug Adminis¬ 
tration employee. 


PART 2C— PUBLIC INFORMATION 

Subpsrt A—Official Testimony snd InformsUon 
Bcc. 

20.1 Testimony by Food nud Drug Admlr.- 

l* trail on employee* 

20.2 Production of record* by Food 

Drug Administration employee*. 
20-3 Certification and authentication of 
Food and Drug Administration 
records. 

Sob part B—Genual Policy 

20 20 Policy on disclosure of Food and Dr«u* 
Admlnistratlon records 
20,21 Uniform access to records 
2022 Partial disclosure of records 
20.23 Request for existing records. 

20/24 Preparation of new records. 

20.25 Retroactive application of regula¬ 

tions. 

20.26 Indexes oFcerUan record*. 

20-27 Submission of records marked as 
confidential. 

20.28 Food and Drug AdminUtration de¬ 
terminations of confidentiality 
20-29 Prohibition on withdrawal of recon- 
from Food and Drug Administra¬ 
tion file*. 

2000 Food and Drug Administration Pub¬ 
lic Records add Document* Center 
20.31 Permanent file of request* for Food 
and Drug Administration records 
20 32 Disclosure of Food and Drug Admin¬ 
istration employee names 

Subport C—Procedural and fiti 

20.40 Filing a request for records 

20.41 Time limitation*. 

20.42 Fees. 

20.43 Waiver of fee*. 

20 44 Pr©submission review of request for 
confidentiality of voluntarily sub¬ 
mitted data or information 
20 45 Situation* in which confidentiality 
Is uncertain. 

20.46 Judicial review of proposed disclos¬ 

ure. 

20.47 Denial of request for record*. 
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See. 

20.48 Nonspecific and overly burdensome 
requests, 

20 49 Referral to primary source of records. 
20.3-0 AvaUablllty of records at National 
Technical Information Service. 

20 51 Use of privato contractor for copying. 
20 52 Request for review without copying 
20 53 Indexing trade secrets and eonfl- 
dentlal commercial or financial In¬ 
formation. 

Subpart O—Exemptions 

20 60 Applicability of exemptions 

20.61 Trade secrets and commercial or 

financial information which la 
privileged or confidential. 

20.62 Inter- or Intra-agency memoranda 

or letters. 

20.63 Personnel, medical, and similar files. 

disclosure of which constitutes a 
clearly unwarranted invasion of 
personal privacy. 

2064 Investigatory records complied for 

law enforcement purposes 

Subpart E—Limitations on Exemptions 

20 80 Applicability of limitation* on ex¬ 
emptions. 

20.81 Data and information previously dis¬ 

closed to the public. 

20 82 Discretionary disclosure by the Com¬ 
missioner. 

20.83 Disclosure required by oourt order 

20.84 Disclosure to consultants, advisory 

committees. Slate and local govern¬ 
ment officials commissioned pur¬ 
suant to 31 UjS.C. 372(a). and 
other special government em¬ 
ployees. 

20.85 Disclosure to other Federal govern¬ 

ment deportment* and agencies 

20.86 Disclosure in administrative or court 

proceedings. 

20.87 Disclosure to Congress. 

20 88 Communications with State and 
local government officials 
2089 Communications with foreign gov¬ 
ernment officials 

20 90 Disclosure to contractors. 

2091 Use of data or information for ad¬ 
ministrative or oourt enforcement 
action 

Subpsrt F—Availability of Specific Categories of 

Records 

20.100 Applicability; cross-reference to 

other regulations. 

20.101 Administrative enforcement record*. 

20.102 Court enforcement records 

20.103 Correspondence. 

20.104 Summaries of oral discussion*. 

20.105 Testing and research conducted by 

or with funds provided by the Food 
and Drug Administration 

20.106 Studied and reports prepared by or 

with funds provided by the Food 
and Drug Administration. 

20 107 Food and Drug Administration 
manuals. 

20 108 Agreements between the Food and 
Drug Administration and other 
departments, agencies and organi¬ 
zations 

20.100 Data and information obtained by 
contract. 

20110 Data and information about Food 
and Drug Administration em¬ 
ployees. 

20.111 Data and Information submitted 
voluntarily to the Food and Drug 
Administration. 

20112 Voluntary drug experience reports 
submitted by phystcians and hos¬ 
pitals. 

20.113 Voluntary product defect reports 

20.114 Data and Information submitted 

pursuant to cooperative quality 
assurance agreements 


Sec 

20.115 Product codes for manufacturing or 
sales dates. 

20.110 Drtlg listing information. 

20.117 "New drug information. 

20.118 Advisory committee records. 

20.119 Lists of names and addresses. 

Authowtv ; Sec. 201 et seq.. Pub. L. 717, 
52 Slat. 1040 et **q.. as amended (21 U.S.C. 
821 et »eq.); sec. 1 et &eq.. Pub L. 410. 58 
8tat 682 et seq.. as amended (42 U.S.C. 201 
et seq.); Pub L. 90-23. 01 Stat. 54-50 as 
amended by 88 Stat 1501-1565 (6 U5,C. 662».. 
652). 

Subpart A— Official Testimony and 
Information 

§ 20.1 TY»limttn> by Food mid Drug Atl- 
minUt ration employce%. 

< a» No officer or employee of the Pood 
nnd Drug Administration or of any other 
office or establishment In the Depart¬ 
ment of Health. Education, and Welfare, 
except as authorized by the Commis¬ 
sioner of Food and Drugs pursuant to 
this section or in the discharge of his 
official duties under the laws adminis¬ 
tered by the Pood and Drug Administra¬ 
tion. shall give any testimony before any 
tribunal pertaining to any function of 
the Food and Drug Administration or 
with respect to any information ac¬ 
quired in the discharge of his official 
duties. 

(b) Whenever a subpena. in appro¬ 
priate form, has been lawfully served 
upon an officer or employee of the Food 
nnd Drug Administration commanding 
the giving of any testimony, such officer 
or employee shall, unless otherwise au¬ 
thorized by the Commissioner, appear in 
response thereto and respectfully decline 
to testify on the grounds that it is pro¬ 
hibited by this section. 

(c) A person who desires testimony 
from any employee may make written re¬ 
quest therefor, verified by oath, directed 
to the Commissioner setting forth his' in¬ 
terest in the matter sought to be disclosed 
and designating the use to which such 
testimony will be put in the event of com¬ 
pliance with such request: Provided , 
That a written request therefor made by 
a health, food, or drug officer, prosecut¬ 
ing attorney, or member of the Judiciary 
of any State. Territory, or political sub¬ 
division thereof, acting in his official ca¬ 
pacity. need not be verified by oath. If it 
is determined by the Commissioner, or 
any other officer or employee of the Food 
and Dnig Administration whom he may 
designate to act on his behalf for the 
purpose, that such testimony will be In 
tlie public interest and will promote the 
objectives of the act and the agency, the 
request may be granted. Where a request 
for testimony is granted, one or more em¬ 
ployees of the Food and Drug Adminis¬ 
tration may be designated to appear, in 
response to a subpena. and testify with 
respect thereto. 

§ 20.2 Production of record* 1>> Food 

and Drue VtliuitiUlrnlion rmplotm. 

«a» Any request for records of the 
Food and Drug Administration, whether 
it be by letter or by a subpena duces 
tecum or by any other writing, shall be 
handled pursuant to the procedures es¬ 
tablished in Subpart B of this part, and 


shall comply with the rules governing 
public disclosure established in Subparts 
C. D. E. and F of this part and in other 
regulations cross-referenced in $ 20.100 
Cc). 

<b> Whenever a subpena duces tecum, 
in appropriate form, has been lawfully 
served upon an officer or employee of the 
Food and Drug Administration com¬ 
manding the production of any record, 
such officer or employee shall appear in 
response thereto, respectfully decline to 
produce the record on the ground thnt it 
is prohibited by this section, and state 
that the production of the record(s) in¬ 
volved will be handled by the procedures 
established in tills part. 

§ 20.3 i rrtifiration anil uiitlirnlirntion 
of itxitl ami Drug AHminUlration 
rcrord*. 

ta> Upon request, the Food and Drug 
Administration will certify the authen¬ 
ticity of copies of records that are re¬ 
quested to be disclosed pursuant to this 
part or will authenticate copies of rec¬ 
ords previously disclosed. 

(b) A request for certified copies of 
records or for authentication of records 
shall be sent in writing to the Public 
Records and Documents Center (HFC- 
18). Food and Drug Administration, Rm. 
4-62. 5600 Fishers Lane. Rockville MD 
20857. 

Subpart B—General Policy 

§ 20.20 Pollr* on ilLirlnMirr of Food 
nrnl Drug Administration record*. 

i&) The Food and Drug Administra¬ 
tion will make the fullest possible 
disclosure of records to the public, con¬ 
sistent aitli the rights of individuals to 
privacy, the property rights of persons 
in trade secrets and confidential com¬ 
mercial or financial information, and 
the need for the agencyto promote frank 
internal policy deliberations and to pur¬ 
sue its regulatory activities without 
disruption. 

<b> Except where specifically exempt 
pursuant to the provisions of this part, 
all Food and Drug Administration rec¬ 
ords shall be made available for public 
disclosure. 

<c> Except as provided In paragraph 
*d) of this section, all nonexempt rec¬ 
ords shall be made available for puhlic 
disclosure upon request regardless 
whether any Justification or need for such 
records have been shown. 

<d» Under 121.71 of this chapter, u 
statement of the purposes to which the 
record requested is to be put. and a cer¬ 
tification that the record will be so used, 
may be requested when: 

(1) The requested record is contained 
in a Privacy Act Record System os de¬ 
fined in $ 2l.3<c> of this chapter; 

<2) The requester is a person other 
than the individual who is the subject of 
the record that is so retrieved or a per¬ 
son acting on his behalf; and 

<3> The disclosure is one that is dis¬ 
cretionary. i.e.. not required under this 
part. 

§ 20.2 I l mi form «trcr*» lo record*. 

Any record of the Food and Drug Ad¬ 
ministration that is disclosed in an au- 


FEDEftAl REGISTER, VOL 42. NO. 55—TU5jO.%r, MARCH 22. 1977 





15618 

thorized manner to any member of the 
public Is available for disclosure to all 
members of the public, except that: 

<a> Data and Information subject to 
the exemptions established In I 20.61 for 
trade secrets and confidential commer¬ 
cial or financial Information, and In 
5 20.63 for personal privacy, shall be 
disclosed only to the persons for the 
protection of whom these exemptions 
exist. . 

ib) The limited disclosure of records 
permitted in I 7.87<c> (1) of this chapter 
for section 305 hearing records, in l 20.80 
<b> regarding certain limitations on 
exemptions, in § 20.103(b) for certain 
correspondence, and in 120.104(b) for 
certain summaries of oral discussions, 
shall be subject to the special rules stated 
therein. 

* <c) Disclosure of a record about an 
Individual, as defined in $ 21.3(a) of this 
chapter, that is retrieved by the indi¬ 
vidual's name or other personal Identi¬ 
fier and is contained in a Privacy Act 
Record System, os defined in 5 21.3(c) of 
this chapter, shall be subject to the spe¬ 
cial requirements of Part 21 of tills 
chapter. Disclosure of such a record to 
an individual who is the subject of the 
record docs not Invoke the rule estab¬ 
lished In this section that such records 
shall be made available for disclosure 
to all members of the public. 

§ 20.22 Partial <H*elo#«trr of records. 

If a record contains both disclosablo 
and nondisclosable information, the non- 
dlsclosable information will be deleted 
and the remaining record will be dis¬ 
closed unless the two are so inextricably 
intertwined that it is not feasible to 
separate them or release of the disclos- 
able information would compromise or 
impinge upon the nondisclosable portion 
of the record. 

§ 20.23 Request! forcxirtin* muni-. 

(a) Any written request to the Food 
and Drug Administration for existing 
records not prepared for routine distri¬ 
bution to the public shall be deemed to be 
a request for records pursuant to the 
Freedom of Information Act. whether or 
not the Freedom of Information Act is 
mentioned In the request, and shall be 
governed by the provisions of this part. 

(b) Records or documents prepared by 
the Food and Drug Administration for 
routine public distribution, eg., pam¬ 
phlets. speeches, and educational mate¬ 
rials, shall be furnished free of charge 
upon request as long as the' supply lasts. 
The provisions of this part shall not be 
applicable to such requests except when 
the supply of such material Is exhausted 
and It Is necessary to reproduce In¬ 
dividual copies upon specific request. 

(c) All existing Food and Drug Ad¬ 
ministration records are subject to 
routine destruction according to stand¬ 
ard record retention schedules. 

§ 20.21 Preparation of new record#. 

(a) The Freedom of Information Act 
and the provisions of this part apply only 
to existing records that arc reasonably 
described In a request filed with the Food 
and Drug Administration pursuant to the 
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procedures established in Subpart C of 
this part. 

(b) The Commissioner may. in his 
discretion, prepare new records in order 
to respond adequately to a request for 
information when he concludes that it 
is in the public interest and promotes the 
objectives of the act and the agency. 

§ 20.23 Itrlruartivr application of rcgi!- 
lotion*. 

The provisions of this part apply to 
all records in Food and Drug Adminis¬ 
tration files. 

g 20.26 Index iv« of rrrtairi record#* 

(a) Indexes shall be maintained, and 
revised at least quarterly, for the fol¬ 
lowing Food and Drug Administration 
records: 

(1) Final orders published In the Fed¬ 
eral Register with respect to every de¬ 
nial or withdrawal of approval of a new 
drug application or a new animal drug 
application for which a public hearing 
has been requested. 

(2) Statements of policy and interpre¬ 
tation adopted by the agency and still 
In force and not published in-the Federal 
Register. 

Administrative staff manuals and 
instructions to staff that affect a mem¬ 
ber of the public. 

(b) A copy of each such Index Is avail¬ 
able at cost from the Public Records and 
Documents Center <HFC-18>. Food and 
Drug Administration. Rnt 4-62. 5600 
Fishers Lane. Rockville. MD 20857. 

§ 20.27 Swt>mt*Moti of record* mnrkr«l 
a • nnlidcnthd. 

Marking records submitted to the 
Food and Drug Administration as confi¬ 
dential. or with any other similar term, 
raises no obligation by the Food and 
Drug Administration to regard such 
records as confidential, to return them 
to the person who has submitted them, to 
review them pursuant to the procedures 
established In 1 20.44. to withhold them 
from disclosure to the public, or to advise 
the person submitting them when a re¬ 
quest for their public disclosure is re¬ 
ceived or when they arc in fact disclosed. 

§ 20.23 food and Drug AdniiiiUlr.itinn 
determination* of confidentiality. 

A determination that data or Infor¬ 
mation submitted to the Food and Drug 
Administration will be held in confidence 
and will not be available for public dis¬ 
closure shall be made only in the form 
of a regulation published or cross-ref¬ 
erenced in this part or by a written de¬ 
termination pursuant to the procedure 
established In 5 20.44. 

§ 20.29 Prohibition on withdrawal of 
record* from Food and Drug Admin¬ 
istration file*. 

Except pursuant to the procedure 
established in $ 20.44 for presubmission 
review of records, no person may with¬ 
draw records submitted to the Food and 
Drug Administration. All Food and 
Drug Administration records shall be 
retained by the agency until disposed of 
pursuant to routine record disposal 
procedures. 


£ 20.30 f ood and Drug Administration 
Public Records ami Documents Cm* 
ter. 

»ft) The office responsible for agency 
compliance with the Freedom of In¬ 
formation Act and this part Is: 

Public Record* and Documents Center 

<HFC~10> 

Pood and Drug Administration 
Rm.4 62 
5(500 PUhers lane 
Rockville, MD 20867 

»b) All requests for agency records 
shall be sent In writing to this office. 

§ 20.31 Pc iiimis e ot file of reqtirM* for 
Food and Drug Administration rec¬ 
ords. 

The Food and Drug Administration 
shall maintain a permanent file of all 
requests for Food and Drug Administra¬ 
tion records and all responses thereto, 
including a copy of all of the records 
furnished in response to a request. This 
file is available for public review during 
working hours. 

§ 20.32 DhxdoMirc of Food and Drug 
tdniinhtrillion employee name*. 

. The names of Food and Drug Admin¬ 
istration employees will not be deleted 
from disclosable records except where 
such deletion is necessary to prevent dis¬ 
closure of an Informant or danger to the 
life or physical safety of the em¬ 
ployee or under other extraordinary 
circumstances. 

Subpart C—Procedures and Fees 
§ 20.10 Filing a rcquml for record*. 

<a> AU requests for Food and Drug 
Administration records shall be filed in 
writing by mailing the request or deliv¬ 
ering it to the Public Records and Docu¬ 
ments Center <HFC-18>. Food and Dnis 
Administration. Rm. 4-62, 5600 Fisher 
Lane. Rockville. Maryland 20857. Re¬ 
quests should state In a prominent place 
on the envelope containing the request 
if any. and on the request itself. “FOI 
request.'* 

<b> A request for Food and Drug Ad¬ 
ministration records shall reasonably 
describe the records beng sought, in a 
way that they can be Identified and lo¬ 
cated. A request should include all per¬ 
tinent details that will help identify the 
records sought. 

(1) If the description is insufficient to 
locate the records requested, the Food 
and Drug Administration will so notify 
the person making the request and indi¬ 
cate the additional information needed 
to Identify the records requested. 

(2) Every reasonable effort shall be 
made by the Food and Drug Administra¬ 
tion to assist in the identification and 
location of the records sought. 

(c> Upon receipt of a request for rec¬ 
ords. the Public Records and Document? 
Center shall enter It in a public log. Tin- 
log shall state the date received, the 
name of the person making the request 
the nature of the records requested, the 
action taken on the request, the date of 
the determination letter sent pursuant to 
f 20.411b> and the datc(s) any records 
are subsequently furnished. 


FE0:iAt RcGISTCZ, VOL 41, NO. 55—TUESO.W, MARCH 21. 1977 





RULES AND REGULATIONS 


15619 


(d> A request by an individual as de¬ 
fined in f 21.3(a) of this chapter, for a 
record about himself shall be subject to: 

(1) The special requirements of Part 21 
of this chapter (the privacy regulations), 
and not to the provisions of this subpart, 
if the record requested is retriev ed by the 
Individual's name or other personal iden¬ 
tifier and is contained in a Privacy Act 
Record 8ystem. as defined in f 313(c) of 
this chapter. 

(2) The provisions of this subpart if 
the record requested Is not retrieved by 
the individual's name or other personal 
identifier, whether or not the record Is 
contained in a Privacy Act Record 
System. 

§ 20.-11 Time limitation*. 

(a) All time limitations prescribed 
pursuant to this section shall begin as 
of the time at which a request for records 
is logged in by the Public Records and 
Documents Center pursuant to 9 20.40 
(c). An oral request for records shall not 
begin any time requirement. A written 
r&juest for records sent elsewhere within 
the agency shall not begin any time re¬ 
quirement until it Is redirected to the 
Public Records and Documents Center 
and is logged In there in accordance with 
1 20.40(c). 

<b) Within 10 working days (except¬ 
ing Saturdays. Sundays, and legal public 
holidays) after a request for records is 
logged in at the Public Records and Doc¬ 
uments Center, a letter shall be sent to 
the person making the request determin¬ 
ing whether, or the extent to which, the 
agency will comply with the request, and. 
if any records are denied, the reasons 
therefor. 

(I) If all of the records requested have 
been located and a final determination 
has been made with respect to disclosure 
of all of the records requested, the letter 
shall so state. 

<2) If all of the records have not been 
located or a final determination has not 
yet been made with respect to disclosure 
of all of the records requested, e.g., be¬ 
cause It is necessary to consult the person 
affected pursuant to 9 20.45, the letter 
shall state the extent to which the rec¬ 
ords involved shall be disclosed pursuant 
to the rules established In this part. 

(3) In the following unusual circum¬ 
stances, the time for sending this letter 
may be extended for up to an additional 
10 working days by written notice to the 
person making the request setting forth 
the reasons for such extension and the 
time within which a determination Is ex¬ 
isted to be dispatched: 

0) The need to search for and collect 
the requested records from field facilities 
or other establishments that ore separate 
from the Public Records and Documents 
Center. 

(II) The need to search for. collect, 
and appropriately examine a voluminous 
amount of separate and distinct records 
which arc demanded In a single request. 

(iii) The need for consultation, which 
shall be conducted with all practicable 
speed, with another agency having a sub¬ 
stantial interest in the determination of 
the request or among two or more compo¬ 
nents of the Pood and Drug Administra¬ 


tion having substantial subject-matter 
interest therein. 

(4> If any record is denied, the letter 
shall state the right of the person re¬ 
questing such records to appeal any ad¬ 
verse determination to the Assistant 
Secretary for Health. Department of 
Health. Education, and Welfare, In ac¬ 
cordance with the provisions of 45 CFR 
5.82. 

(5) If the request for records will re¬ 
sult In a fee of more than $25.00, the 
letter shall specify or estimate the fee 
involved and shall require prepayment, 
as well as payment of any amount not 
yet received as a result of any previous 
request, before the records are made 
available. If the fee Is less than $25.00. 
prepayment shall not be required unless 
payment has not yet been received for 
records disclosed as a result of a previous 
request. 

(c> Whenever possible, the determina¬ 
tion letter required by paragraph <b> of 
this section, relating to a request for rec¬ 
ords that involves a fee of less than 
$25.00. shall be accompanied by the re¬ 
quested records. Where this Is not pos¬ 
sible. the records shall be forwarded as 
soon as possible thereafter, consistent 
with other obligations of the agency. 

<d) For requests for records involving 
a fee of more than $25.00, the records 
shall be forwarded as soon as possible 
after receipt of prepayment from the 
person requesting the records, consistent 
with other obligations of the agency. 

§20.12 Fc«. 

(a) Unless waived in accordance with 
the provisions of 9 20.43, the following 
fees shall be Imposed for disclosure of 
any record pursuant to this part. 

(1) Copying of records. Ten cents per 
copy of each page. 

<2) Copying of microfilm or micro¬ 
fiche. Fifty cents per microfilm frame or 
microfiche. 

(3) Computerized records. The sum 
of the actual costs of: 

<D The computer time involved, based 
upon the prevailing level of cost to gov¬ 
ernment organizations and upon the par¬ 
ticular ty pes of computer and associated 
equipment and the amounts of time on 
such equipment that are utilized. 

(ii) The supplies or materials neces¬ 
sary to produce the requested records. 

(Ul) The services of the personnel In 
accordance with paragraph (a) (4) and 
(5) of tills section. 

i4> Clerical searches. $3.00 for each 
hour spent by clerical personnel search¬ 
ing for and producing a requested record. 
Including time spent copying any record. 

(5) Nonclerical searches $3.00 for 
each hour spent by professional or man¬ 
agerial personnel searching for and pro¬ 
ducing a requested record. Including 
time spent copying any record. 

(6) Certification or authentication of 
records. $3.00 per certification or authen¬ 
tication. 

(7) Forwarding material to destina¬ 
tion. Postage, insurance, and special fees 
will be charged on an actual cost basis. 

(b) No charge shall be made for the 
time spent In resolving legal or policy 


Issues or In examining records for the 
purpose of deleting nondisclosable por¬ 
tions thereof. 

(c) Payment shall be made by check 
or money order payable to “Food and 
Drug Administration," and shall be sent 
to the Accounting Operations Branch 
<IIFA-120>. Food and Drug Administra¬ 
tion, 5600 Fishers Lane, Rockville. MD 
20857. 

§ 20.13 Waiver of fee*. 

(a) No fee shall be charged for dis¬ 
closure of records pursuant to this part 
where: 

< I) The cost of providing the records 
Is less than $5.00. In making this deter¬ 
mination. tho cost of other requests by 
the same individual or organization, or 
related Individuals or organizations, 
shall be aggregated. 

(2) The records are requested by a 
congressional committee or subcommit¬ 
tee or the General Accounting Office. 

(3) The records are requested by n 
Federal department or agency. 

(4) The records are requested by a 
Federal court. 

(5) The records are requested by a 
foreign government or by a State or 
local government or any agency thereof 
for purposes that are In the public in¬ 
terest and will promote the objectives of 
the act and the agency. 

<b> The Assistant Commissioner for 
Public Affairs may waive payment of 
fees when he determines, based upon a 
petition, that the person making the re¬ 
quest for records is indigent and that 
the disclosure has a strong public Inter¬ 
est justification. All statements made In 
any such petition are subject to the False 
Reports to the Government Act. 18 
UH.C. 1001. A person shall be deemed to 
be Indigent for the purposes of this sec¬ 
tion if he does not have income or re¬ 
sources sufficient to pay the fees In¬ 
volved. Determinations pursuant to this 
provision will be made within the discre¬ 
tion of the agency. 

<c) The Assistant Commissioner for 
Public Affairs may reduce or waive pay¬ 
ment of fees when he determines, based 
upon a verified petition, that such re¬ 
duction or waiver is in the public Inter¬ 
est because furnishing the Information 
can be considered primarily a s benefiting 
the general public. 

(1) Any such petition shail contain a 
statement of the intended purpose to 
which the records requested will be put. 
showing how it will primarily benefit the 
general public, and, if the total fee would 
otherwise exceed $25.00. a statement of 
the reason why the volume of records re¬ 
quested is necessary and a statement of 
the income and financial resources avail¬ 
able to the person making the request. 

<2) The Assistant Commissioner for 
Public Affairs may make available part 
of the records requested, or different 
records from those requested. In response 
to any such request for waiver of fees 
where he concludes that such records 
adequately meet that part of the request 
which is in the public interest. 

(3) In making a determination of the 
brood public Interest involved, the Assist¬ 
ant Commissioner for Public Affairs will 


FEDERAL REGISTER, VOL 42, NO. 53—TUESDAY, MARCH 22. 19 77 














15620 


RULES AND REGULATIONS 


weigh the agency resources Involved 
against the likely benefit to the public. 

(4) Determinations pursuant to this 
provision will be made within the dis¬ 
cretion of the agency. 

(d> No fee shall be charged If a record 
requested is not found or for any record 
that is totally exempt from disclosure. 

§ 20.11 f*rr»ubfiti**ion review of rrqtti-*! 
for ronfidrnlialilv of 
MilxiiilltHl tin la or infori’i.'ilion. 

(a) Any person who Lh considering 
submission of data or information vol¬ 
untarily to the Food and Drug Admin¬ 
istration may forward to the Director of 
the Bureau involved, or to the Associate 
Commissioner for Compliance, a request 
for presubmission review of the records 
involved to determine whether the Food 
and Drug Administration will or will not 
make part or all of them available for 
public disclosure upon request if they are 
submitted. Any such request shall state 
why the data or information Involved 
fall within an exemption from public dis¬ 
closure set out in Subpart D of this part 
and shall enclose the records involved. 

<b> Pending a determination upon 
such request, the records involved shall 
be held confidentially and separately by 
tho Food and Drug Administration and 
shAll not be received as part of Food nnd 
Drug Administration files. 

(c) Pursuant to such a request, the 
Food and Drug Administration shall 
make a determination whether part or 
all of the records involved will be made 
available for public disclosure upon re¬ 
quest if they are submitted A determina¬ 
tion of confidentiality will be made only 
if it is concluded that the data or infor¬ 
mation involved fall within an exemption 
from public disclosure set out in Subpart 
D of tills part and are relevant to and 
important for agency activity. 

(d> After a determination is made 
pursuant to this section, the Food and 
Drug Administration shall receive as part 
of its files the records for which a re¬ 
quest for confidentiality has been 
granted and shall so mark or designate 
those records. The person requesting the 
presubmission review shall have the op¬ 
tion of submitting or withdrawing the 
records for which a request for confi¬ 
dentiality has been denied. No copy or 
summary of records withdrawn pursuant 
to this section, or any correspondence or 
memoranda or records relating thereto, 
shall be retained in Food and Drug Ad¬ 
ministration files. 

<e> A determination of confidentiality 
pursuant to this section is subject to the 
limitations established In Bubpart C of 
tills part except that the data or infor¬ 
mation involved shall not be subject to 
discretionary release pursuant to t 20.82. 
Such a determination of confidentiality 
by the Food and Drug Administration 
means that the Food and Drug Admin¬ 
istration will not make the data or in¬ 
formation involved available for public 
disclosure unless ordered to do so by a 
court. 

it) A determination based upon a pre- 
submission review pursuant to this sec¬ 
tion shall be made in writing and shall 


be signed only by the Assistant Commis¬ 
sioner for Public Affairs. 

<g> Data and information that may be 
required to be submitted to the Food and 
Drug Administration but that are sub¬ 
mitted voluntarily instead are not sub¬ 
ject to the provisions of this section and 
will be handled as if they had been re¬ 
quired to be submitted. 

< h > No request under thL* section shall 
be accepted If the status of the records 
involved is already determined by 
§ 20.111 or by uny other regulation pub¬ 
lished or cross-referenced in this part 

§ 20.15 .Si hint ion* in wlileli ronficlontml- 
ilt uncertain. 

In situations where the confidentiality 
of data or information is uncertain and 
there is a request for public disclosure, 
the Food and Drug Administration will 
consult with the person who has sub¬ 
mitted or divulged the data or informa¬ 
tion or who would be affected by dis¬ 
closure before determining whether or 
not such data or information is available 
for public disclosure. 

§ 20.l'i Judicial review of prc»pOM<l «li*- 
rlitMiw. 

Where the Food and Drug Adminis¬ 
tration consults with a person who will 
be affected by a proposed disclosure of 
data or information contained in Food 
and Drug Administration records pursu¬ 
ant to l 20.45, and rejects the person’s 
request that part or all of the records not 
be made available for public disclosure, 
the decision constitutes final agency ac¬ 
tion that U subject to judicial review 
pursuant to 5 U.S.C. chapter 7. The per¬ 
son affected will be permitted 5 days nfter 
receipt of notification of such decision 
within which to institute suit in a United 
States District Court to enjoin release of 
the records Involved. If suit is brought, 
the Food and Drug Administration will 
not disclose the records involved until 
the matter and all related appeals have 
been concluded. 

§ 20. 17 lirnbl of rrqucnl ftMP rrt ortK. 

<a> A denial of a request for records, 
in whole or In part, shall be signed by 
the Assistant Commissioner for Public 
Affairs. 

(b> The name and title or position of 
each person who participated in the de¬ 
nial of a request for records shall be set 
forth In tlie letter denying the request. 
This requirement may be met by attach¬ 
ing a list of such individuals to the letter. 

(c> A letter denying a request for rec¬ 
ords, in whole or In part, shall state the 
reasons for the denial and shall state 
that an appeal may be made to the As¬ 
sistant Secretary for Health. Depart¬ 
ment of Health. Education, and Welfare, 
pursuant to the provisions of 45 CFR 
5.82. 

<d* Minor deletions of nondisclosable 
data and information from disposable 
records shall not be deemed to be a 
denial of a request for records. 

§ 20. IS Noii»prrifir ami overly bimlrti- 
M>nn* request*. 

The Food and Drug Administration 
will make every reasonable effort to com¬ 


ply fully with all requests for disclosure 
of nonexempt records. Nonspecific re¬ 
quests or requests for a large number of 
documents that require the deployment 
of a substantial amount of agency man¬ 
hours to search for and compile will be 
processed taking into account the staff - 
hours required, the tasks from which 
these resources must be diverted, the im¬ 
pact that this diversion will have upon 
the agency's consumer protection activi¬ 
ties. and the public policy reasons Justi¬ 
fying tlie requests. A decision on the 
processing of such a request for infor¬ 
mation shall be made after balancing the 
public benefit to be gained by the dis¬ 
closure against the public loss that will 
result from diverting agency personnel 
from their other responsibilities. In any 
situation in which it is determined that 
a request for voluminous records would 
unduly burden and interfere with the 
operations of the Food and Drug Admin¬ 
istration. the person making the request 
will be asked to be more specific and to 
narrow the request, and to agree on an 
orderly procedure for the production of 
tlie requested records. In order to satisfy 
the request without disproportionate ad¬ 
verse effects on agency operations. 

§ 20.19 Hrferral to primary mhiw of 
rt*<*onifc. 

Upon receipt of a request for a record 
or document which is contained in Food 
and Drug Administration files but which 
Is available elsewhere at a lower cost, 
the person requesting the record or docu¬ 
ment shall be referred to the primary 
source of the record or document. 

§ 20.50 Vvniliihllily of record* aI Na¬ 
tional Trrlinlcnl Information Serv¬ 
ice. 

The Food and Drug Administration is 
furnishing a number of records to the 
National Technical Information Service 
*NTIS>. 5285 Port Royal Rd. Spring- 
field, VA 22152, whtch reproduces and 
distributes such information to the pub¬ 
lic at cost. A single copy of each such 
record shall be available for public re¬ 
view at the Food and Drug Administra¬ 
tion All persons requesting copies of 
such records shall be answered by refer¬ 
ring the person requesting the records to 
NTIS. 

§ 20.5! * of j»T*i\*;«le corttrarior fur 

Tlie Food and Drug Administration 
may furnish requested records to a pri¬ 
vate contractor for copying after dele¬ 
tion of all nondisclosable data and in¬ 
formation. Under these circumstances, 
the Food and Drug Administration will 
charge the person requesting the records 
for all of the fees involved pursuant to 
S 20.42. 

§ 20.52 Kr«|t»r*l for rrvirvf %*itlic«nl 
copying. 

(a) A person requesting disclosure of 
records shall be permitted an opportu¬ 
nity to review them without the necessity 
for copying them where the records in¬ 
volved contain only disclosable data and 
information. Under these circumstances, 
the Food and Drug Administration will 
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charge only for the costa of searching 
for the records. 

(b) Where a request is made for re¬ 
view of records without copying, and 
the records Involved contain both dis- 
closablc and nondlsclosable Information, 
the records containing nondlsclosable In¬ 
formation si mil first be copied with the 
nondlsclosable information blocked out 
and the Food and Drug Administration 
will charge for the costs of searching 
and copying. 

§ 20.5.1 Indexing trail** *crrct* and mil* 
ficlrntial rmnmrrrbi or finnnrial in* 
formation. 

• 

Whenever the Food and Drug Adminis¬ 
tration denies a request for a record or 
portion thereof on the grounds that the 
record or portion thereof is exempt from 
public disclosure as trade secret or con¬ 
fidential commercial or financial data 
and information under i 20.61. and the 
person requesting the record subsequent¬ 
ly contests the denial In the courts, the 
Food and Drug Administration will so 
inform the person affected, i.e., the per¬ 
son who submitted the record, and will 
require that such person intervene to 
defend the exempt status of the record. 
If a court requires the Food and Drug 
Administration to Itemize and Index such 
records, the Food and Drug Administra¬ 
tion will so Inform the person affected 
and will require that such person under¬ 
take the Itemization and Indexing of the 
records. The failure of the affected per¬ 
son to intervene to defend the exempt 
status of the records and to itemize and 
index the disputed records will constitute 
a waiver by such person of such exemp¬ 
tion. and the Food and Drug Administra¬ 
tion will promptly make them available 
for public disclosure. 

Subpart D—Exemptions 
§ 20.60 Applicability of exemption*. 

<a> The exemptions established In 
this subpart shall apply to all Food and 
Drug Administration records, except as 
provided in Subpart E of this part. Ac¬ 
cordingly, a record that is ordinarily 
available for public disclosure in accord¬ 
ance with the provisions in Subpart F of 
this part or of another regulation cross- 
referenced In i 20.100(c) la not available 
for such disclosure to the extent that It 
falls within an exemption contained In 
this subpart, except as provided by the 
limitations on exemptions specified in 
Subpart E of this part. For example, cor¬ 
respondence that Is ordinarily dlsclosable 
under f 20.103 Is not disclosable to the 
extent that it contains trade secrets ex¬ 
empt from disclosure under 9 20.61 and Is 
not subject to discretionary release under 
I 20.82. 

<b> Where application of one or more 
exemptions results in a record being dis- 
closable In part and nondlsclosable in 
part, the rule established in I 30.22 shall 
apply. 

§ 20.61 Trail** «*c*rrrla oud contnirrrial or 
financial information nhiiii U pri*« 
Urged or ronfidcntijil. 

<a) A trade secret may consist of any 
formula, pattern, device, or compilation 
of information which is used in one's 
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business and which gives him an oppor¬ 
tunity to obtain on advantage over com¬ 
petitors who do not know or use it. 

<b) Commercial or financial informa¬ 
tion that Is privileged or confidential 
means valuable data or Information 
which is used in one's business and Is of 
a type customarily held in strict confi¬ 
dence or regarded as privileged and not 
disclosed to any member of the public 
by the person to whom It belongs. 

<c) Data and information submitted 
or divulged to the Food and Drug Ad¬ 
ministration which foil within the defi¬ 
nitions of a trade secret or confidential 
commercial or financial Information are 
not available for public disclosure. 

§ 20.62 Inter- or intrn-agrnrv mnno- 
ratirfn or Inter*. 

All communications within the Execu¬ 
tive Branch of the Federal government 
which are in written form or which are 
subsequently reduced to writing may be 
withheld from public disclosure except 
that factual information which Is rea¬ 
sonably segregable In accordance with 
the rule established in S 20.22 is available 
for public disclosure. 

§ 20.63 Pi*nonnrl, ninllrul. am! •dmilar 
filr*. (li*rlu!»urr of utliirh romtitutrn 
n dearly tin»nrran!r«l lma*ion of 
pt*i*#onal privacy. 

(a) The names or other information 
which w r ould identify patients or research 
subjects In any medical or similar re¬ 
port, test, study, or other research proj¬ 
ect shall be deleted before the record Is 
made available for public disclosure. 

< b> The names and other Information 
which would identify patients or research 
subjects should be deleted from any rec¬ 
ord before it Is submitted to the Food 
and Drug Administration. If the Food 
and Drug Administration subsequently 
needs the names of such Individuals, a 
separate request will be made. 

(c) Requests for deletion of business 
or product names prior to disclosure of 
any record to the public shall not be 
granted on the ground of privacy, but 
such deletion may be justified under an¬ 
other exemption established in this sub¬ 
part, c^., the exemption for trade secrets 
and confidential commercial or financial 
Information under $ 20.61. 

<d) Names of Individuals conducting 
investigations, studies, or tests on prod¬ 
ucts or ingredients shall not be deleted 
prior to disclosure of any record to the 
public unless extraordinary circum¬ 
stances are shown. 

<e) A request for all records relating 
to a specific Individual will be denied as 
a clearly unwarranted Invasion of per¬ 
sonal privacy unless accompanied by the 
written consent of the individual named. 

§ 20.61 lnvrMijcntory rrrorcl* ronipH«*tl 
for law enforce tnmt purport*. 

(a) An Investigatory record for law 
enforcement purposes may be withheld 
from public disclosure pursuant to the 
provisions of this section to the extent 
that disclosure of such records would: 

fl) Interfere with enforcement pro¬ 
ceedings. 

(2) Deprive a person of a right to a 
fair trial or an Impartial adjudication. 
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<3j Constitute an unwarranted inva¬ 
sion of personal privacy. 

(4) Disclose the Identity of a con¬ 
fidential source and. in the case of a 
record compiled by a criminal law en¬ 
forcement authority In the course of a 
criminal investigation, or by an agency 
conducting a lawful national security in¬ 
telligence investigation, confidential In¬ 
formation furnished only by the confi¬ 
dential source. 

(5# Disclose Investigative techniques 
and procedures. 

(6) Endanger the life or physical 
safety of law enforcement personnel. 

<b> Investigatory records include all 
records relating to regulatory enforce¬ 
ment action, including both administra¬ 
tive and court action, which have not 
been disclosed to any member of the pub¬ 
lic, including any person who is the sub¬ 
ject of the investigation. 

<c) Any investigatory record which is 
disclosed to any person, including any 
person who is the subject of a Food and 
Drug Administration investigation, and 
any data or information received from 
any person who is the subject of a Food 
and Drug Administration investigation 
relating to such investigation. Is availa¬ 
ble for public disclosure at that time In 
accordance with the rule established In 
9 20.21, except that: 

(1) Disclosure of such records shall 
be subject to the other exemptions estab¬ 
lished in this subpart and to the limita¬ 
tions on exemptions established in Sub¬ 
part E of this part. 

(2) The record of a section 305 hear¬ 
ing shall be available for public dis¬ 
closure only In accordance with the pro¬ 
visions of | 7.87 of this chapter. 

(d) Investigatory records for law en¬ 
forcement purposes shall be subject to 
the following rules: 

<1> No such record Is available for 
public disclosure prior to the considera¬ 
tion of regulatory enforcement action 
based upon that record’s being closed, 
except as provided in I 20.82. The Com¬ 
missioner will exercise his discretion to 
disclose records relating to possible crim¬ 
inal prosecution pursuant to $ 20.82 prior 
to consideration of criminal prosecution 
being closed only very rarely and only 
under circumstances that demonstrate a 
compelling public interest. 

(2) After the consideration of regula¬ 
tory enforcement action Is closed, such 
records shall bo made available for pub¬ 
lic disclosure except to the extent that 
other exemptions from disclosure in this 
subpart are applicable. No statements of 
witnesses obtained through promises of 
confidentiality are available for public 
disclosure. 

<3> The consideration of regulatory 
enforcement action based upon a par¬ 
ticular record shall be deemed to be 
closed within the meaning of this 
section: 

(!) If It relates to administrative ac¬ 
tion. w r hen a final decision has been made 
not to take such action or such action 
has been taken and the matter has been 
concluded. 

<ii) If it relates to court action, when 
a final decision has been made not to 
recommend such ’action to a United 
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States attorney based upon that record, 
or a recommendation has been finally 
refused by a United States attorney, or 
court action has been instituted and the 
matter and all related appeals have been 
concluded, or the statute of limitations 
runs. 

<lii> If it relates to both administra¬ 
tive and court action, when the events 
described In both paragraph (d)(3) (1) 
and (il) of this section have occurred. 

(4) Prior to disclosure of any record 
specifically reflecting consideration of 
possible criminal prosecution of any in¬ 
dividual. all names and other Informa¬ 
tion that would Identify an Individual 
who was considered for criminal prosecu¬ 
tion but who was not prosecuted shall 
be deleted unless the Commissioner con¬ 
cludes that there is a compelling public 
tntercst In the disclosure of such names 

(e> Names and other Information that 
w’ould identify a Pood and Drug Admin¬ 
istration employee shall be deleted from 
Investigatory records prior to public dis¬ 
closure only pursuant to f 20.32. 

Subpart E—limitations on Exemptions 

§ 20*80 Appiicailnlitv «»f llt»»ltalb»ti« on 
exemption*. 

• a > The limitations on exemptions es¬ 
tablished in this subpart shall apply to 
all Pood and Drug Administration rec¬ 
ords, except as specifically provided here¬ 
in. Accordingly, a record that Is ordi¬ 
narily exempt from public disclosure In 
accordance with the provisions tn Sub¬ 
part D of this part Is available for such 
disclosure to the extent that it falls with¬ 
in a limitation on the exemption con¬ 
tained In this subpart For example, an 
Investigatory record that is ordinarily 
exempt from dteclostire under 3 20 64 is 
disclosablc to Congress in accordance 
with the provisions of I 20 87. 

<b) Disclosure of a record to any mem¬ 
ber of the public pursuont to the provi¬ 
sions in § 20.81.data and Information pre¬ 
viously disclosed to the public, in 3 20.82. 
discretionary disclosure by the Commis¬ 
sioner. and In 3 20.83, disclosure pursuant 
to a court order, shnll involve the rule 
established in 3 20.21 that the record 
shall be made available for disclosure to 
all members of the public who request it. 
Disclosure of a record only to the limited 
categories of persons and under the con¬ 
ditions specified In 3 20.84. special gov¬ 
ernment employees. In 8 20.85. other 
Federal government departments and 
agencies, in I 20.86, in camera disclosure 
in administrative or court proceedings. In 
I 20.87(b), Congress, in 5 20.88. State and 
local government officials. In 8 20.89. for¬ 
eign government officials, and In 8 20.90, 
contractors, which does not result In dis¬ 
closure of the record to any member of 
the public In an authorized manner, shall 
not Invoke the rule established In 3 20.21 

<c) Disclosure to government employ¬ 
ees and special government employees 
of records exempt from public disclosure 
shall subject those persons to the same 
restrictions with respect to the disclosure 
of such records as any Pood and Drug 
Administration employee. 

id) In the case of a record hi a Pri¬ 
vacy Act Record System, a a defined In 
« 21.3(0 of this chapter: 


il> The availability to an individual, 
as defined tn 8 21.3(a). of a record about 
himself that ls retrieved by the indi¬ 
vidual's name or other personal Identifier 
and is contained in a Privacy Act Record 
System shall be subject to the special 
requirements of Part 21 of this chapter 
(the privacy regulations) and shall not 
be subject to the exemptions in Subpart 
D of this part except that where the 
system is exempt and the requested 
record is not available under 8 21.6i of 
this chapter, the provisions of this part 
shall apply 

i2> The availability of a record about 
an individual to persons other than the 
Individual who ls the subject of the rec¬ 
ord shall be subject to the special re¬ 
quirements of Part 21. Subpart O, of this 
chapter «restrictions on disclosure In the 
privacy regulations), and shall not be 
subject to the Umitatlons on exemptions 
in this subpart except as provided in 
Part 21. Subpart O, of this chapter. 

§ 20.81 llatn Mini Information pn viou*^ 
d?%c Jo«m*<I lo the |nib!it*. 

<a> Any Pood and Drug Administra¬ 
tion record that is otherwise exempt 
from public disclosure pursuant to Sub¬ 
part D of this part is available for public 
disclosure to the extent that It contains 
data or information that have previously 
been disclosed in a lawful manner to 
any member of the public, other than an 
employee or consultant or pursuant to 
other commercial arrangements with ap¬ 
propriate safeguards for secrecy. 

(1) For purposes of this section, an In¬ 
dividual shall be deemed to be a con¬ 
sultant only if disclosure of the infor¬ 
mation was necessary in order to per¬ 
form that specific consulting service and 
the purpose of the disclosure was solely 
to obtain that service. The number of 
consultants who have received such In¬ 
formation shall have been limited to the 
number reasonably needed to perform 
that particular consulting service. 

(2) For purposes of this section, other 
commercial arrangements shall include 
licenses, contracts, and similar legal re¬ 
lationships between business associates. 

(3> For purposes of this section, data 
and information disclosed to clinical In¬ 
vestigators or members of institutional 
review committees, whether required by 
$312.1<a)<3> of this chapter or other 
regulations of the Food and Drug Ad¬ 
ministration. or made voluntarily, if ac¬ 
companied by appropriate safeguards to 
assure secrecy and otherwise in accord¬ 
ance with tills section, are not deemed to 
have been previously disclosed to any 
member of the public within the meaning 
of paragraph <a> of this section. 

f b» Any data or information furnished 
to the Food and Drug Administration 
for a presubmission review pursuant to 
the procedure established in 8 20.44 shall 
be accompanied by a statement that the 
Information has not previously been pub¬ 
lished or disclosed to anyone other than 
as provided In paragraph (a> of this 
section* 

(c> Any statement relating to prior 
public disclosure ls subject to the False 
Reports to the Government Act, 18 U.8.C. 
1001. 


§ 20*82 l>i*M*rrili»n.iry a8l*clo«tirr by tbr 
<ominU*ion<r. 

(a» Except as provided in paragraph 
(b) of this section* the Commissioner 
may. in his discretion, disclose part or 
all of any Food and Drug Administra¬ 
tion record that is otherwise exempt 
from disclosure pursuant to 8ubpart D 
of this part. The Commissioner shall ex¬ 
ercise his discretion to disclose such rec¬ 
ords whenever he determines that such 
disclosure is in the public interest, will 
promote the objectives of the act and the 
agency, and is consistent with the rights 
of individuals to privacy, the property 
rights of persons in trade secrets, nnd the 
need for the agency to promote frank 
internal policy deliberations and to pur¬ 
sue its regulatory activities without dis¬ 
ruption. 

<b> The Commissioner shall not make 
available for public disclosure any record 
that ls: 

(1 > Exempt from public disclosure 
pursuant to 3 20.81. 

(2) Exempt from public disclosure 
pursuant to 3 20.63. 

(3) Prohibited from public disclosure 
pursuant to 21 U.S.C. 331 (j). 42 U.S.C. 
263g(d). 42 U.S.C. 2631 or 18 U8.C. 1905 

<4 > Contained In a Privacy Act Record 
System where disclosure would consti¬ 
tute a clearly unwarranted invasion of 
personal privacy or is otherwise in vio¬ 
lation of 5 U8C. 552a<b>, as applied in 
Part 21, Subpart O. of this chapter (re¬ 
strictions on disclosure in the privacy 
regulations). 

<c) Discretionary disclosure of a rec¬ 
ord pursuant to this section shall invoke 
the requirement that the record shall be 
disclosed to any person who requests 
It pursuant to 8 20.21. but shall not set 
a precedent for discretionary' disclosure 
of any similar or related record and shall 
not obligate the Commissioner to exer¬ 
cise his discretion to disclose any other 
record that is exempt from disclosure 

£ 20.83 hiMioinrr required by miirt 
ordfr. 

ia) Records of the Food and Drug Ad¬ 
ministration which the Commissioner 
has determined are not available for 
public disclosure, either in the form of a 
regulation published or cross-referenced 
in this part or by a written determination 
pursuant to the procedure established in 
! 20.44. shall nevertheless be made avail¬ 
able for public disclosure in compliance 
with a final court order requiring such 
disclosure. 

<b> Where the Food and Drug Admin¬ 
istration record ordered disclosed under 
paragraph (a> of this section is a record 
about an individual that is not available 
for public disclosure under 8 20.63. the 
Food and Drug Administration shall at¬ 
tempt to notify the individual who is the 
subject of the record of the disclosure, 
by sending a notice to the Individual** 
last known address. 

(c* Paragraph <b) of this section shall 
not apply where the name or other per¬ 
sonal Identifying Information Is deleted 
prior to disclosure. 
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§ 20.81 DisrloMjrr to consultant*. a«l\i- 
*or> commitice*, Slate* and local gov* 
crnmrnl olficinN comnii*»ioncd pur* 
Auant to 21 U.S.C. 372(a), and otlirr 
upcclnl government employee*. 

Data and information otherwise ex¬ 
empt from public disclosure may be dis¬ 
closed to Food and Drug Administration 
consultants, advisory committees. State 
and local government officials commis¬ 
sioned pursuant to 21 U.S.C. 372(a). and 
other special government employees for 
use only in their work with the Food 
and Drug Administration. Such persons 
are thereafter subject to the same re- 
.s trlc tions with respect to the disclosure 
of such data and information 8s any 
other Food and Drug Administration 
employee. 

§ 20.83 lii-rloMtrr !«» otlirr Frdrral gov- 
eminent department* and agencies. 

Any Food and Drug Administration 
record otherwise exempt from public dis¬ 
closure may be disclosed to other Federal 
government departments and agencies, 
except that trade secret s prohibited by 
21 U£.C. 331 (J) from disclosure outside 
the Department of Health. Education, 
and Welfare may be disclosed only to a 
department or agency that has concur¬ 
rent Jurisdiction over the matter and 
separate legal authority to obtain the 
specific information involved. Any dis¬ 
closure under this section shall be pur¬ 
suant to an agreement that the record 
&hall not be further disclosed by the 
other department or agency except with 
the written permission of the Food and 
Drug Administration. 

8 20.80 I)i»fli»*uiT in M'lrtiim*lriiti*c nr 
court proceeding*. 

Data and Information otherwise ex¬ 
empt from public disclosure may be re¬ 
vealed in Food and Drug Administration 
administrative proceedings pursuant to 
Parts 10. 13. 13. 14. 15. 16. and 19 of 
this chapter or court proceedings, where 
the data or information arc relevant. 
The Food and Drug Administration will 
take appropriate measures, or request 
that appropriate measures be taken, to 
reduce disclosure to the minimum nec¬ 
essary under the circumstances. 

§ 20.87 Ili^rloMirr lu Congrc**. 

(a) All records of the Food and Drug 
Administration shall be disclosed to 
Congress upon an authorized request, 
except for trade secrets prohibited by 
21 U.8.C. 331<j) from disclosure outside 
the Department of Health. Education, 
and Welfare. 

<b> An authorized request for Food 
and Drug Administration records by 
Congress shall be made by the chairman 
of a committee or subcommittee of Con¬ 
gress acting pursuant to committee 
business. * 

(c) An individual member of Congress 
who requests a record for his own use 
or on behalf of any constituent shall be 
subject to the same rules In this part 
that apply to any other member of the 
public. 


§ 20.88 Ixmimiinirution* *it)i State and 
local got eminent official*. 

(a) A State or IocaI government offi¬ 
cial commissioned by the Food and Drug 
Administration pursuant to 21 U.S.C. 
372<a> shall have the same status with 
respect to disclosure of Food and Drug 
Ad&iinistratlon records as any special 
government employee. 

<b) Communications with State and 
local government officials with respect 
to law enforcement activities undertaken 
pursuant to a contract between the Food 
and Drug Administration and such offi¬ 
cials shall be subject to the rules for 
public disclosure established in 5 20.64. 

(c) Communications with State and 
local government officials who are not 
commissioned pursuant to 21 U-S.C. 
372(a) or under a contract to perform 
law enforcement activities shall have the 
same status as communications with any 
member of the public, except that: 

1 1 > Investigatory records compiled for 
law enforcement purposes by State and 
local government officials who perform 
counterpart functions to the Food and 
Drug Administration at the State and 
local level, and trade secrets and confi¬ 
dential commercial or financial infor¬ 
mation obtained by such officials, 
which are voluntarily disclosed to the 
Food and Drug Administration as port 
of cooperative law enforcement and reg¬ 
ulatory efforts, shall be exempt from pub¬ 
lic disclosure to the same extent to which 
the records would be so exempt pursu¬ 
ant to 55 20.61 and 20.64, as if they had 
been prepared by or submitted directly 
to Food and Drug Administration em¬ 
ployees, except that investigatory rec¬ 
ords shall be exempt from disclosure for 
a longer period of time if the State or 
local government officials so require as 
a condition of their furnishing the in¬ 
formation to Uie Food and Drug 
Administration. 

(2) Disclosure of investigatory records 
compUed for law enforcement purposes 
by the Food and Drug Administration to 
State and local government officials who 
perform counterpart functions to the 
Food and Drug Administration at the 
State and local level as port of coopera¬ 
tive law enforcement efforts does not 
invoke the rule established in 5 20.21 that 
such records shall be made available for 
disclosure to all members of the public. 

§ 20.89 Communications with foreign 
government official*. 

Communications with foreign govern¬ 
ment officials shall liaye the same status 
as communications with any member of 
the public, except that: 

<a> Investigatory records compiled for 
law enforcement purposes by foreign gov¬ 
ernment officials who perform counter¬ 
part functions to the Food and Drug 
Administration in a foreign country, and 
trade secrets and confidential commer¬ 
cial or financial information obtained by 
such officials, which ore voluntarily dis¬ 
closed to the Food and Drug Administra¬ 
tion as part of cooperative law r enforce¬ 
ment and regulatory efforts, 6hall be 
exempt from public disclosure to the 
same extent to which the records would 


be so exempt pursuant to 55 20.61 and 
20.64. as if they had been prepared by or 
submitted directly to Food and Drug 
Administration employees, except that 
investigatory records shall be exempt 
from disclosure for a longer period of 
timo if the foreign government officials 
so require as a condition of their fur¬ 
nishing the Information to the Food and 
Drug Administration. 

(b) Disclosure of investigatory records 
compiled for law enforcement purposes 
by the Food and Drug Administration to 
foreign government officials who perform 
counterpart functions to the Food and 
Drug Administration in a foreign country 
as part of cooperative law f enforcement 
efforts docs not invoke the rule estab¬ 
lished in 5 20.21 that such records shall 
be made available for disclosure to all 
members of the public. 

§ 20.90 I)i.*clo*ure to contractor*. 

(а) Data and Information otherwise 
exempt from public disclosure may be 
disclosed to contractors with the Food 
and Drug Administration and their em¬ 
ployees for use only in their work for 
the Food and Drug Administration. Con¬ 
tractors and their employees are there¬ 
after subject to the same legal restric¬ 
tions and penalties with respect to the 
disclosure of such data and informa¬ 
tion as Food and Drug Administration 
employees. 

(b> A written agreement between the 
Food and Drug Administration and any 
contractor shall be entered into before 
data and information otherwise exempt 
from public disclosure may be disclosed 
to the contractor. The contractor shall 
agree to establish and follow security 
precautions considered by the Food and 
Drug Administration to be necessary to 
ensure proper and confidential handling 
of the data and information. The writ¬ 
ten agreement shall include, where ap¬ 
propriate. provisions establishing: 

(1) Restrictions on access to the data 
and information by the contractor, its 
employees, or other persons: 

<2) Physical storage requirements; 

<3> Requirements for the handling and 
accountability of the data and Informa¬ 
tion by the contractor and *lts em¬ 
ployees: 

(4) Limitations on reproduction, 
transmission, and disclosure of the data 
and information: 

(5) A requirement of advance ap¬ 
proval by the Food and Drug Adminis¬ 
tration of the use by the contractor of 
subcontractors, vendors, or suppliers: 

(б) Procedures to be folkwed w’hen 
the contractor employs time-shared 
computer operations; 

(7) Methods of destroying source 
documents or related w f aste material: 
and 

<8> The period during which the con¬ 
tractor may retain such data and in¬ 
formation. 

§ 20.91 of <Jala or information for 

udminiMrutivc or court enforcement 
action. 

Nothing in this part or this chapter 
shall prevent the Food and Drug Ad¬ 
ministration from using any data or ln- 
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formation, whether obtained voluntarily 
or Involuntarily and whether or not it is 
available for public disclosure, as the 
basis for taking any administrative or 
court enforcement action within its Juris¬ 
diction. Data and Information otherwise 
exempt from public disclosure are never¬ 
theless available for public disclosure to 
the extent necessary to effectuate such 
action, e.g., the brand name, code desig¬ 
nation. and distribution information are 
released when a product is recalled. 

Subpart F—Availability of Specific 
Categories of Records 

§ 20.100 Apptirahilitr: rro-**-rrferfW*r 
lo oilier rr*ul.»li«H*, 

ia) The provisions set forth in this 
subpart or cross-referenced in paragraph 
(c) of this section state the way in which 
specific categories of Pood and Drug 
Administration records are handled upon 
a request for public disclosure. The ex¬ 
emptions established in Subpart D of 
this part and the limitations on exemp¬ 
tions established in 8ubpart E of this 
part shall be applicable to all Flood and 
Drug Administration records, as provided 
In II 20.60 and 20.80. Accordingly, a rec¬ 
ord that is ordinarily available for pub¬ 
lic disclosure In accordance with this part 
or under other regulations is not avail¬ 
able for such disclosure to the extent that 
it falls within an exemption contained in 
Subpart D of this part except as pro¬ 
vided by the limitations on exemptions 
specified in Subpart E of this part. 

(b) The Commissioner, on his own ini¬ 
tiative or on the petition of any interested 
person, may amend this subpart or pro¬ 
mulgate and cross-reference additional 
regulations to state the status of addi¬ 
tional categories of documents to settle 
pending questions or to reflect court 
decisions. 

(c> In addition to the provisions of this 
part, rules on the availability of the fol¬ 
lowing specific categories of Pood and 
Drug Administration records are estab¬ 
lished by regulations in this chapter: 

<1> Section 305 hearing records, in 
I 7.87(c) of this chapter. 

(2) Flavor ingredient records and 
notes, in 1101.22(1) (4) (iv> of this chap¬ 
ter. 

(3) Environmental impact analysis re¬ 
ports and draft and final environmental 
impact statements, in f 125.1(h) and 
25.30 of this chapter. 

i4> Color additive petitions. In I 71.15 
of this chapter. 

(5) Food standard temporary permits, 
in 4 130.17(k> of this chapter. 

16 ) Information on thermal processing 
of low-acid foods packaged in hermeti¬ 
cally sealed containers. In I 108.36* 1) of 
this chapter. 

<7> Food additive petitions, in I 171.1 
<h> of this chapter. 

<8> Action levels for natural and un¬ 
avoidable defects In food for human use. 
In I llo.99<c» of this chapter. 

(9 > Drug establishment registrations 
and drug listings, in 1207.37 of this 
chapter. 

U0> Investigational new animal drug 
notices, in I 514.12 of this chapter. 


(11) New animal drug application files, 
in I 514.11 of this chapter. 

(12) Investigational new animal drug 
notice and a new animal drug applica¬ 
tion file for an antibiotic drug, in 
4 514.10 of this chapter. 

(13) Methadone patient records, in 
I 310.506(g) of tills chapter. 

(14) Investigational new drug notice, 
in | 312.5 of this chapter. 

< 15> Labeling for and lists o i approved 
new drug applications. In I 314.10 of this 
chapter. 

(16) Master flies for new drug applica¬ 
tions. In I 314.11 of this chapter. 

(17) New drug application file, in 
4 214.14 of this chapter. 

(18) Data and Information submitted 
for In vitro diagnostic products, in I 809.4 
of this chapter. 

(19* Data and information submitted 
for OTC drug review, in 1330.10(a)(2) 
of this chapter. 

(20> Investigational new drug notice 
for an antibiotic drug, in | 431.70 of 
this chapter. 

(21) Antibiotic drug file, in 1431.71 of 
this chapter. 

(22) Data and information submitted 
for biologies review, in ft 601.25(b) (2) of 
this chapter. 

(23) Investigational new drug notice 
for a biological product, in | 601.50 of this 
chapter. 

(24) Applications for establishment 
and product licenses for biological pro¬ 
ducts, in ft 601.51 of this chapter. 

(25) Cosmetic establishment registra¬ 
tions. in 5 710.7 of this chapter. 

(26) Cosmetic product ingredient and 
cosmetic raw material composition state¬ 
ments, $ 720.8 of this chapter. 

(27) Cosmetic product experience re¬ 
ports, in I 730.7 of this chapter. 

(28) Electronic product information, 
in II 1002.4 and 1002.42 of this chapter. 

§ 20.101 VdtninLtralivr enforcement 

rerorilis 

(a) All Food and Drug Administration 
records relating to administrative en¬ 
forcement action disclosed to any mem¬ 
ber of the public. Including the person 
who is the subject of such action, axe 
available for public disclosure at the time 
such disclosure is first made. Such rec¬ 
ords include correspondence with com¬ 
panies following factory inspection, re¬ 
call or detention requests, notice of 
refusal of admission of an imported 
product, regulatory letters, information 
letters. Forms FD-483 and FD-2275 fur¬ 
nished to companies after factory inspec¬ 
tion, and similar records. 

(b) To the extent that any of such 
records fall within the exemption for 
investigatory records established In 
4 20.64, the Commissioner determines 
that they arc subject to discretionary 
release pursuant to 4 20A2. 

(c) Records relating to administrative 
enforcement action that are not dis¬ 
closed to any member of the public con¬ 
stitute Investigatory records that ore 
subject to the rules for disclosure estab¬ 
lished In 4 20.64. For example, an estab¬ 
lishment Inspection report is an Inves¬ 
tigatory record and thus subject to 


I 20.64 except insofar as the Commis¬ 
sioner exercises his discretion to release 
it pursuant to 4 20.82. 

§ 20.102 Cettft cu forrrmrnt records. 

(a) All records and documents filed in 
the courts are available for public dis¬ 
closure unless the court orders other¬ 
wise. The Food and Drug Administration 
will make available for public disclosure 
such records or documents if the agency 
can determine that it has an accurate 
copy of the actual record or document 
filed in the court. If the Food and 
Drug Administration cannot determine 
whether it has an accurate copy of such 
a record or document, the person re¬ 
questing a copy shall be referred to the 
court Involved. 

(b) After a recommendation for court 
action has been finally refused by a 
United States attorney, the correspond¬ 
ence with the United States attorney and 
the Department of Justice with respect 
to that recommendation, including the 
pleadings recommended for filing with 
the court. Is available for public dis¬ 
closure. Prior to disclosure of any record 
specifically reflecting consideration of 
possible criminal prosecution of any In¬ 
dividual. all names and other informa¬ 
tion that would identify an individual 
who was considered for criminal prose¬ 
cution but who was not prosecuted shall 
be deleted unless the Commissioner con¬ 
cludes that there Is a compelling public 
interest in the disclosure of such names 

§ 20.103 ('xirrwpundcnrc. 

(a) All correspondence to and from 
members of the public, members of Con¬ 
gress. organization or company officials, 
or other persons, except members of the 
Executive Branch of the Federal Gov¬ 
ernment and special government em¬ 
ployees, is available for public disclosure 

(b) Any such correspondence Is avail¬ 
able for public disclosure at the time that 
it is sent or received by the Food and 
Drug Administration unless a different 
time for such disclosure is specified in 
other rules established or cross-refer¬ 
enced in this port, e.g.. correspondence 
relating to an IND notice or an NDA in 
4 314.14(e) (7) of this chapter. 

§ 20.101 Surmunric* of oral <U*ruf»'ion«. 

(a) All written summaries of oral dis¬ 
cussions, whether in person or by tele¬ 
phone. with members of the public, mem¬ 
bers of Congress, organization or com¬ 
pany officials, or other persons, except 
members of the Executive Branch of the 
Federal government or special govern¬ 
ment employees, are available for public 
disclosure. 

(b) Any such summary is available for 
public disclosure at the time that it is 
prepared by the Food and Drug Ad¬ 
ministration unless a different time for 
such disclosure is specified in other rules 
established or cross-referenced In this 
part, e.g. summaries of oral discussions 
relating to a food additive petition in 
4 171.1(h) (3) of tills chapter. 

(c> If more than one summary of an 
oral discussion exists in a Food and Drug 
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Administration file, all such summaries 
shall be disclosed in response to any re¬ 
quest for such summary. 

§ 20.105 Trying und research r«w 
du«*trd by or %»itli ftimU pruvMt'd b> 
IIm- Food und Drug Adniinitlratio u 

(a) Any list that may be prepared by 
the Food and Drug Administration of 
testing and research being conducted by 
or with funds provided by the Food and 
Drug Administration is available for 
public disclosure. 

€b> Any contract relating to agency 
testing and research, and any progress 
report relating thereto. Ls available for 
public disclosure. 

(c) The results of all testing or re¬ 
search conducted by or with funds pro¬ 
vided by the Food and Drug Administra¬ 
tion, such as toxicological testing, com¬ 
pliance assays, methodology studies, and 
product testing, are available for public 
disclosure when the Anal report Ls com¬ 
plete and accepted by the responsible 
Food and Drug Administration official, 
after deletion of any information that 
would reveal confidential investigative 
techniques and procedures, e.g., the use 
of ‘’markers’' to document adulteration 
of a product. If such results are disclosed 
In an authorized manner to any member 
of the public before the final report Is 
available, they are Immediately avail¬ 
able for public disclosure to any member 
of the public who requests them. 

<d) Access to all raw data, slides, 
worksheets, and other similar working 
materials shall be provided at the same 
time that the final report is disclosed. 

§ 20.106 Sludir* and report* prepared 
by or willi fund* provided by the 
Food mid Drug \dmini*triation. 

(а) The following types of reports and 
studies prepared by or with funds pro¬ 
vided by the Food and Drug Administra¬ 
tion are available for public disclosure 
upon their acceptance by the responsible 
agency official: 

(1) Quarterly and annual reports of 
the agency. 

(2) External investigations or review 
of agency needs and performance 

(3) Surveys, compilations, and sum¬ 
maries of data and information. 

(4) Consumer surveys. 

<&) Compliance surveys. 

(б) Compliance programs, except that 
names of specific firms, the location of 
specific activities, and details about 
sampling numbers or sizes shall be de¬ 
leted until implementation of the pro¬ 
gram ls completed, 

(7) Work plans prepared by Food and 
Drug Administration bureaus, field of¬ 
fices, and other components, except that 
names of specific Arms, the location of 
specific activities, and details about 
sampling numbers or sizes shall be de¬ 
leted until Implementation of the plan 
ls completed. 

<b> The following types of reports and 
studies prepared by or with funds pro¬ 
vided by the Food and Drug Adminis¬ 
tration are not available for public 
disclosure: 
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<1> Internal audits of agency needs 
and performance. 

<2> Records relating to the internal 
planning and budget process. 

<3> Legislative proposals or comments 
prior to submission to Congress. 

§ 20.107 F'ihkI <iikI Uruji Sdmini-fralion 
manual*. 

<a> All Food and Drug Administra¬ 
tion staff manuals and instructions to 
staff that affect a member of the public 
are available for public disclosure. An 
index of all such manuals is available at 
the Food and Drug Administration Pub¬ 
lic Records and Documents Center in 
accordance with l 20.26. 

<b> Manuals relating solely to inter¬ 
nal personnel rules and practices are 
not available for public disclosure except 
to the extent Dial the Commissioner 
determines that they should be disclosed 
pursuant to $ 20.82. 

«c) All Food and Drug Administration 
action levels which are used to determine 
when the agency will take regulatory 
action against a violative product, lim¬ 
its of sensitivity and variability of ana¬ 
lytical methods which are used in de¬ 
termining whether a product violates the 
law. and direct reference levels above 
which Food and Drug Administration 
field offices may request legal action di¬ 
rectly to the office of the General Coun¬ 
sel. are available for public disclosure. 

$20,108 Agreement* l»et%«erii the Food 
und Drug idminMrnlion and other 
(irparlnirnU, ncencir*, und orga¬ 
nization*. 

ia> All written agreements and un¬ 
derstandings signed by the F'ood and 
Drug Administration and other depart¬ 
ments. agencies, and organizations are 
available for public disclosure. 

< b) A permanent file of all such agree¬ 
ments and understandings is available 
for public review during working hours 
in the Food and Drug Administration 
Public Records and Documents Center. 

fc) In accordance with the notice pub¬ 
lished In the Federal Register of Octo¬ 
ber 3.1974 <39 FR 35697). all such agree¬ 
ments and understandings shall be pub¬ 
lished In the Federal Register. 

$ 20.10*> I Litu and information obtained 
hr contract. 

(a) All data and information obtained 
by the Food and Drug Administration by 
contract. Including all progress reports 
pursuant to a contract, are available for 
public disclosure when accepted by the 
responsible agency official except to the 
extent that they remain subject to an 
exemption established In Subpart D of 
this part, e.g., they relate to law enforce¬ 
ment matters as provided In 5 20.88 <b>. 

<b) Upon the awarding of a contract 
by the Food and Drug Administration, 
the technical proposal submitted by the 
successful offeror will be available for 
public disclosure. All cost proposals and 
the technical proposals of unsuccessful 
offerors submitted in response to a re¬ 
quest for proposals are exempt from dis¬ 
closure as confidential commercial or 
financial information pursuant to § 20.61. 
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§20.110 Data nnd informalim! alxml 
F'ood and Drug Administration em¬ 
ployee*. 

(a) The name, title, grade, position 
description, salary, work address, and 
work telephone number for every Food 
and Drug Administration employee are 
available for public disclosure. The home 
address and home telephone number of 
any such employee are not available for 
public disclosure. 

<b) Statistics on the prior employ¬ 
ment experience of present agency em¬ 
ployees. and subsequent employment of 
past agency employees, are available for 
public disclosure. 

§20.111 Data and irtforiiiu*tnri *ul»m ti¬ 
led itduntarily to the F'ood and Drug 
Administration. 

(a) The provisions of this section shall 
apply only to data and information sub¬ 
mitted voluntarily to the Food and Drug 
Administration, whether in the course of 
a factory inspection or at any other time, 
and not as a part of any petition, appli¬ 
cation. master flic, or other required sub¬ 
mission or request for action. Data and 
information that may be required to be 
submitted to the Food and Drug Ad¬ 
ministration but that are submitted vol¬ 
untarily instead are not subject to the 
provisions of this section and will be 
handled as If they had been required to 
be submitted. 

<b) A determination that data or in¬ 
formation submitted voluntarily will be 
held In confidence and will not be avail¬ 
able for public disclosure shall be made 
only in the form of a regulation pub¬ 
lished or cross-referenced in this part or 
by a written determination pursuant to 
the procedure established in i 20.44, 

(c> The following data and informa¬ 
tion submitted voluntarily to the Food 
and Drug Administration are available 
for public disclosure unless extraordinary 
circumstances are shown: 

<1> All safety, effectiveness, and func¬ 
tionality data and information for a 
marketed Ingredient or product, except 
as provided in 9 330.10<a)<2> of this 
chapter for OTC drugs. 

<2) A protocol for a test or study, un¬ 
less it ls shown to fall within the ex¬ 
emption established In 9 20.61 for trade 
secrets and confidential commercial or 
financial Information. 

<3) Adverse reaction reports, product 
experience reports, consumer complaints, 
and other similar data and information 
shall be disclosed as follows: 

»I > If submitted by a consumer or user 
of the product, the record Is available for 
public disclosure after deletion ol names 
and other information that would iden¬ 
tify the person submitting the Informa¬ 
tion. 

<li> If submitted by the manufacturer 
of the product, the record is available for 
public disclosure after deletion of: 

(a) Names and any information that 
would identify the person using the 
product. 

<b) Names and any information that 
would identify any third party Involved 
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with the report, such as a physician or 
hospital or other Institution. 

(c) Names and any other Information 
that would Identify the manufacturer or 
the brand designation of the product, 
but not the type of product or its ingredi¬ 
ents. 

till) If submitted by a third party, 
such as a physician or hospital or other 
institution, the record Is available for 
public disclosure after deletion of: 

(a> Names and any Information that 
would identify the person using the 
product. 

<t» Names and any information that 
would identify any third party involved 
with the report, such as a physician or 
hospital or other institution. 

<lv> If obtained through a Food and 
Drug Administration investigation, the 
record shall have the same status as the 
initial report which led to the Investiga¬ 
tion, i.e.. it shall be disclosed in accord¬ 
ance with paragraph <c> <3* (U through 
(ill) of this section. 

(v) Any compilation of data. Informa¬ 
tion, and reports prepared In a way that 
docs not reveal data or Information 
which is not available for public disclo¬ 
sure under this section is available for 
public disclosure. 

(vi) If a person requests a copy of any 
such record relating to a specific Indi¬ 
vidual or a specific incident, such re¬ 
quest will be denied unless accompanied 
by the written consent to such disclosure 
of the person who submitted the report 
to the Food and Drug Administration and 
the individual who is the subject of the 
report. The record will be disclosed to 
the individual who Is the subject of the 
report upon request. 

*4) A list of all Ingredients contained 
in a food or cosmetic, whether or not it 
is In descending order of predominance, 
or a list of all active ingredients and any 
inactive ingredients previously disclosed 
to the public as defined In 8 20.81 con¬ 
tained in a drug, or a list of all Ingredi¬ 
ents or components in a device. A par¬ 
ticular ingredient or component or group 
of ingredients or components shall be 
deleted from any such list for a cosmetic 
or device prior to public disclosure upon 
a determination made pursuant to 6 20.44 
that the ingredient or Ingredients fall 
within the exemption established in 
8 20.61 for trade secrets and confidential 
commercial information, and a notation 
shall be made that any such ingredient 
list Li incomplete. 

(5) An assay method or other analyti¬ 
cal method, unless It serves no regula¬ 
tory or compliance purpose and is shown 
to fall within the exemption established 
in 8 20.61. 

<d) The following data and informa¬ 
tion submitted voluntarily to the Food 
and Drug Administration are not avail¬ 
able for public disclosure unless they 
have been previously disclosed to the 
public as defined in 8 20.81 or they relate 
to a product or ingredient that has been 
abandoned and they no longer represent 
a trade secret or confidential commercial 
or financial information os defined in 
8 20.61: 

(1) All safety, effectiveness, and func¬ 
tionality data and Information for a dc- 
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vclopmentAl ingredient or product that 
has not previously been disclosed to the 
public as defined In 8 20.81. 

<2> Manufacturing methods or proc¬ 
esses. including quality control proce¬ 
dures. 

<3) Production, sales, distribution, and 
similar data and information, except 
that any compilation of such data and 
information aggregated and prepared in 
a way that does not reveal data or infor¬ 
mation which is not available for public 
disclosure under this provision is avail¬ 
able for public disclosure. 

(4) Quantitative or semiquant I tativc 
formulas. 

(e) For purposes of this regulation, 
safety, effectiveness, and functionality 
data include all studies and tests of an 
ingredient or a product on animals and 
humans and all studies and tests on the 
ingredient or product for identity, sta¬ 
bility, purity, potency, bloavailability. 
performance, and usefulness. 

§20.1)2 Voluntary drug r^prrirnrr rr- 
porli eubmltlrd by physician* and 
hospital*. 

(a> A voluntary drug experience re¬ 
port to the Food and Drug Administra¬ 
tion on Form FD-1639 shall be handled 
in accordance with the rules established 
in 8 20.111(c)(3) Oil). 

(b) If a person requests a copy of any 
such record relating to a specific Indi¬ 
vidual or a specific incident, such request 
will be denied unless accompanied by the 
written consent to such disclosure of the 
person who submitted the report to the 
Food and Drug Administration and the 
Individual who Is the subject of Uie 
report. 

§20.113 Voluntary product defrri re¬ 
port*. 

Voluntary reports of defects in prod¬ 
ucts subject to the Jurisdiction of the 
Food and Drug Administration are avail¬ 
able for public disclosure: 

(a) IX the report is submitted by the 
manufacturer, after deletion of data and 
Information falling within the exemp¬ 
tions established in 8 20.61 for trade se¬ 
crets and confidential commercial or fi¬ 
nancial information and in 8 20.63 Tor 
personal privacy. 

(b) If the report is submitted by any 
person other than the manufacturer, af¬ 
ter deletion of names and other Informa¬ 
tion that would identify the person sub¬ 
mitting the report and any data or in¬ 
formation falling within the exemption 
established in 8 20.63 for personal pri¬ 
vacy. 

§20.111 Data nml informal ion Mib- 
mtllrd pursuant to cooperative qual¬ 
ity n>ntirnncr agreement*. 

Data and information submitted to the 
Food and Drug Administration pursuant 
to a cooperative quality assurance agree¬ 
ment shall be handled In accordance 
with the rules established in 8 20.111. 

§ 20.1 IS Product code* for manufactur. 
inn or «alr* date*. 

Data or information In Food and Drug 
Administration files which provide a 
means for deciphering or decoding a 
manufacturing date or sales date or use 


date contained on the label or in label¬ 
ing or otherwise used in connection with 
a product subject to the jurisdiction of 
the Food and Drug Administration are 
available for public disclosure. 

§ 20.116 Drug lulling information. 

Information submitted to the Food 
and Drug Administration pursuant to 
section 510 of the act (21 U.S.C. 360) 
shall be subject only to the special dis¬ 
closure provisions established In 5 207.37 
of this chapter. 

§ 20.117 New drug information. 

(a» The following computer printouts 
are available for public inspection in the 
Food and Drug Administration Public 
Records and Documents Center: 

(1) A numerical listing of all new 
drug applications and abbreviated new 
drug applications approved since 1938. 
showing the NDA number, the trade 
name, the applicant, the approval date, 
and. where applicable, the date the ap¬ 
proval was withdrawn and the date the 
Food and Drug Administration was 
notified that marketing of the product 
was discontinued. 

(2) A numerical listing of all new drug 
applications and abbreviated new drug 
applications approved since 1938 which 
arc still approved, showing the same in¬ 
formation as is specified in paragraph 
(aMl) of this section except that it does 
not show a withdrawal date. 

<b> Other computer printouts con¬ 
taining IND and NDA information are 
available to the extent that they do not 
reveal data or information prohibited 
from disclosure under 88 20.61, 312.5, and 
314.14 of this chapter. 

§ 20.118 Addtoiy committer record*. 

All advisory committee records shall be 
handled In accordance with the rules 
established in Parts 10, 12. 13. 14, 15, 16. 
and 19 of this chapter. 

§20.119 IJ»t% of nainr« and Aildr^m. 

Names and addresses of individuals in 
Food and Drug Administration records 
shall not be sold or rented. Names and 
addresses shall not be disclosed if dis¬ 
closure is prohibited as a clearly unwar¬ 
ranted invasion of personal privacy, e.g.. 
lists of names and home addresses of 
Food and Drug Administration em¬ 
ployees. which shall not be disclosed 
under 8 20.110. 


PART 21—PROTECTION OF PRIVACY 

Sub pan A—Cenei al Provii lon% 

31.1 Scope 
31.3 * Definition* 

31.10 Policy concerning record* about indi¬ 
vidual*. 

Subpart a —Food and Dmg Administration 
Privacy Act Record Syttcim 

3130 Procedure* for notice of Pood and 
Drug Administration Privacy Act 
Record Systems. 

21.21 Changes in system* and new systems. 

Subpan C—Requirement* for Specific Categories 
of Record* 

2130 Records of contractor*. 

21.31 Records stored by the amend Services 
Administration and archival records. 
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See. 

21 32 Personnel records. 

21.33 Medical records. 

Subpart D—Procedures for Notification and 
Access to Records In Privacy Act Record Systems 

21 40 Procedures for submitting requests for 
notification and access. 

21.41 Processing of requests. 

21.42 Responses to requests. 

21.43 Access to requested records. 

21.44 Verification of Identity. 

21.45 Fees. 

Subpart E—Procedures for Requests for 
Amendment of Records 

21 AO Procedures far submitting requests 
for amendment of records. 

21 51 Responses to requests for amendment 
of records. 

21.52 Administrative appeals of refusals to 
amend records 

2153 Notation and disclosure of disputed 
records. 

21.54 Amended or disputed records received 
from other agencies. 

Subpart F —Exemption* 

21.60 Policy. 

21.61 Exempt system*. 

21.65 Access to records in exempt systems. 

Subpart G—Disclosure of Records In Privacy Act 
Record Systems to Persons Other Than the 
Sub|ect Individual 

21.70 Disclosure and Intra-agency use of 

records in Privacy Act Record Sys¬ 
tems; no accounting required. 

21.71 Disclosure of records in Privacy Act 

Record Systems; accounting re¬ 
quired. 

21.72 Individual consent to disclosure of 

records to other persons. 

21.73 Accuracy, completeness, timeliness, 

and relevance of records disclosed 
from Privacy Act Record System*. 

21.74 Providing notice that a record is dis¬ 

puted. 

21.75 Rights of legal guardians. 

AtmiojUTT.* Sec. 201 et seq.. Pub. L. 717, 
52 Stat. 1040 et seq. as amended (21 UAkC. 
321 et seq.); sec. 1 ct seq.. Pub. L. 410, 58 
Stat. 682 ct seq. as amended (42 UJ3.C. 201 
et seq ); Pub. h. 90-23. 81 Stat. 54-56. its 
amended (6 UJEkC. 552); Pub. L. 93-579. 88 
Stat 1806 (5 USC. &52a). 

Subpart A—General Provisions 
§21.1 Scope. 

(a) This part establishes procedures to 
Implement the Privacy Act of 1974 <5 
U.S.C. 552a). It applies to records about 
individuals that are maintained, col¬ 
lected. used, or disclosed by the Food and 
Drug Administration and contained in 
Privacy Act Record Systems. 

<b) This part does not: 

(1) Apply to Food and Drug Admin¬ 
istration record systenia that are not 
Privacy Act Record Systems or make 
available to an individual records that 
may include references to him but that 
are not retrieved by his name or other 
personal identifier, whether or not con¬ 
tained in a Privacy Act Record System. 
Part 20 of this chapter (the public infor¬ 
mation regulations) and other regula¬ 
tions referred to therein determine when 
records are made available in such cases. 

<2) Make any records available to per¬ 
sons other than (i) individuals who are 
the subjects of the records, ill) persons 
accompanying such individuals under 
* 21.43. (ill) persons provided records 
pursuant to individual consent under 


f 21.72. or <iv> persons acting on behalf 
of such Individuals as legal guardians 
under l 21.75. Part 20 of this chapter (the 
public information regulations* and 
other regulations referred to therein de¬ 
termine when Food and Drug Adminis¬ 
tration records are dtsclosable to mem¬ 
bers of the public generally. Subpart 3 
of tills part limits the provisions of Part 
20 of this chapter with respect to dis¬ 
closures of records about individuals 
from Privacy Act Record Systems to per¬ 
sons other than individuals who are the 
subjects of the records. 

(3) Make available information com¬ 
piled by the Food and Drug Administra¬ 
tion in reasonable anticipation of court 
litigation or formal administrative pro¬ 
ceedings. The availability of such Infor¬ 
mation to any member of the public, in¬ 
cluding any subject individual or party 
to such litigation or proceeding shall be 
governed by applicable constitutional 
principles, rules of discovery, and Part 20 
of this chapter (the public information 
regulations*. 

(4) Apply to personnel records main¬ 
tained by the Division of Personnel Man¬ 
agement. Food and Drug Administration, 
except as provided in ft 21.32. Such rec¬ 
ords are subject to regulations of the 
Civil Service Commission in 5 CFR Parts 
293. 294. and 297. 

§ 21.3 Definition*. 

As used In this part: 

(a) “Individual'* means a natural liv¬ 
ing person who is a citizen of the United 
States or an alien lawfully admitted for 
permanent residence. Individual docs not 
include sole proprietorships, partner¬ 
ships, or corporations engaged in the 
production or distribution of products 
regulated by the Food and Drug Admin¬ 
istration or with which the Food and 
Drug Administration has business deal¬ 
ings. Any such business enterprise that is 
identified by the name of one or more in¬ 
dividuals is not an individual within the 
meaning of this part. Employees of regu¬ 
lated business enterprises are considered 
individuals. Accordingly, physicians and 
other health professionals who are en¬ 
gaged in business as proprietors of estab¬ 
lishments regulated by the Food and 
Drug Administration are not considered 
Individuals: however, physicians and 
other health professionals who are en¬ 
gaged in clinical Investigations, em¬ 
ployed by regulated enterprises, or the 
subjects of records concerning their own 
health, eg., exposure to excessive radia¬ 
tion. are considered individuals. Food and 
Drug Administration employees, consult¬ 
ants. and advisory committee members, 
State and local officials, and consumers 
are considered individuals. 

<b) “Records about individuals" means 
items, collections, or groupings of Infor¬ 
mation about individuals contained in 
Privacy Act Record Systems, including, 
but not limited to education, financial 
transactions, medical history, criminal 
history, or employment history, that con¬ 
tain names or personal identifiers. 

(c) “Privacy Act Record System" 
means a system of records about individ¬ 
uals under the control of the Food and 
Drug Administration from which infor¬ 


mation Is retrieved by individual names 
or other personal identifiers. The term 
includes such a system of records wheth¬ 
er subject to a notice published by the 
Food and Drug Administration, the De¬ 
partment. or another agency. Where 
records are retrieved only by personal 
identifiers other than Individual names, 
a system of records Is not a Privacy Act 
Record System If the Food and Drug Ad¬ 
ministration cannot, by reference to in¬ 
formation under Its control, or by refer¬ 
ence to records of contractors that are 
subject to this part under § 21.30. ascer¬ 
tain the Identity of individuals who are 
the subjects of the records. 

(d> "Personal identifiers" includes in¬ 
dividual names. Identifying numbers, 
symbols, or other identifying designa¬ 
tions assigned to individuals. “Personal 
identifiers" does not Include names, 
numbers, symbols, or other identifying 
designations that Identify products, es¬ 
tablishments. or actions. 

(e) “Personnel records" means any 
personal information maintained In a 
Privacy Act Record System that Is 
needed for personnel management pro¬ 
grams or processes such as staffing, em¬ 
ployee development, retirement, and 
grievances and appeals. 

(f) "Department" means Department 
of Health. Education, and Welfare. 

§ 21.10 Poller roiK-rminff rcrortf* about 

individual*. 

Information about Individuals in Food 
and Drug Administration records shall 
be collected, maintained, used, and dis¬ 
seminated so as to protect the right to 
privacy of the individual to the fullest 
passible extent consistent with laws re¬ 
lating to disclosure of Information to the 
general public, the law enforcement re¬ 
sponsibilities of the agency, and admin¬ 
istrative and program management 
needs. 

Subpart B—Food and Drug Administration 
Privacy Act Record Systems 

§21.20 Procedure* for ootiir of Food 
nnd Drug Administration Privacy 
Act Rffora Systems* 

(a* The Food and Drug Administra¬ 
tion shall Issue in the Federal Register 
on or before August 30 of each year a 
notice concerning each Privacy Act Rec¬ 
ord System as defined in § 21.3(e) that 
is not covered by a notice published by 
the Department, the Civil Service Com¬ 
mission. or another agency. 

(b* The notice shall include the fol¬ 
lowing information: 

(X) The name nnd locations of the 
system. 

(2) The categories of individuals about 
whom records are maintained in the 
system. 

(3) The categories of records main¬ 
tained in the system. 

(4) The authority for the system. 

(5) Each routine use of the records 
contained In the system (i.e., use out¬ 
side the Department of Health, Educa¬ 
tion. and Welfare that Is compatible with 
the purpose for which the records were 
collected and described in the notice) 
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including the categories of users and the 
purposes of such use. 

(6) The policies and practices of the 
Food and Drug Administration regarding 
storage, retrlevabillty (i.e.. how the rec¬ 
ords are indexed and what intra-agency 
uses are made of the records), access 
controls, retention, and disposal of the 
records in that system. 

(7) The title and business address of 
the official who is responsible for the sys¬ 
tem of records. 

(8) The notification procedure, i.e., 
the address of the FDA Privacy Coordi¬ 
nator. whom any Individual can contact 
to seek notification whether the system 
contains a record about him. 

(9) The record access and contest pro¬ 
cedures, which shall be the same as the 
notification procedure except that a ref¬ 
erence shall be included to any exemp¬ 
tion from access and contest. 

(10) Where any records in the system 
are subject to an exemption under 
9 21.61, a reference to this exemption. 

(11) The categories of sources of rec¬ 
ords in the system. 

§21*21 Changes in systems urn! new sys- 
lems. 

(a> The Food and Drug Administra¬ 
tion shall notify the designated Depart¬ 
ment official, the Offlcc of Management 
and Budget (Information Systems Di¬ 
vision) , and the Congress of proposals to 
change or establish Privacy Act Record 
Systems In accordance with procedures 
of the Department and the Office of 
Management and Budget. 

(b> The Food and Drug Administra¬ 
tion shall issue a notice, in accordance 
with paragraph (d) of this section and 
9 21.20(b), of any change in a Privacy 
Act Record System which: 

(1) Increases the number or types of 
Individuals about whom records are 
maintained: 

(2) Expands the type or amount of in¬ 
formation about individuals that is 
maintained: 

(3) Increases the number of categories 
of agencies or other persons who may 
have access to those records; 

(4) Alters the manner in which the 
records are organized so as to change the 
nature or scope of those records, such as 
tlie combining of two or more existing 
systems; 

(5) Modifies the way in which the sys¬ 
tem operates or its location^) in a man¬ 
ner that alters the process by which in¬ 
dividuals can exercise their rights under 
this part, such as the ways in which they 
seek access or request amendment of a 
record; or 

(6) Changes the equipment configura¬ 
tion on which the system is operated so 
as to create the potential for greater 
access, such as adding a telecommunica¬ 
tions capability. 

<c> The Food and Drug Administra¬ 
tion shall issue a notice of its intention 
to establish new’ Privacy Act Record Sys¬ 
tems in accordance with paragraph (d) 
of this section and f 21.20*b>. 

id) Notices under paragraphs (b> and 
<c> of this section shall be published 
in the Fedickal Register for comment at 
least 30 days prior to Implementation 


of the proposed changes or establish¬ 
ment of new systems. Interested persons 
shall have the opportunity to submit 
written data, views, or arguments on 
such proposed new uses or systems. 

Subpart C—Requirements for Specific 
Categories of Records 

§ 21.30 HrconU of rontraclor*. 

*a> Systems of records that are re¬ 
quired to be operated, or as a matter of 
practical necessity must be operated, by 
contractors to accomplish Food and Drug 
Administration functions, from which 
information is retrieved by Individual 
names or other personal Identifiers, may 
be subject to the provisions of this part. 
If the contract is agreed to on or after 
September 27. 1975, the criminal penal¬ 
ties set forth in 5 U.8.C. 552a* 1) are ap¬ 
plicable to such contractor, and any em¬ 
ployee of such contractor, for disclosures 
prohibited in 9 21.71 or for maintenance 
of a system of records without notice as 
Tequired in 9 21.20. 

(b) A contract is considered to accom¬ 
plish a Food and Drug Administration 
function if the proposal or activity It 
supports is principally operated on be¬ 
half of and is under the direct manage¬ 
ment of the Food and Drug Administra¬ 
tion. Systems of records from which in¬ 
formation is retrieved by Individual 
names or other personal identifiers and 
that are operated under contracts to ac¬ 
complish Food and Drug Administration 
functions are deemed to be maintained 
by the agency and shall be subject to 
the procedures and requirements of this 
part. 

(c> A contract is not considered to ac¬ 
complish a Food and Drug Administra¬ 
tion function If the program or activity 
it supports is not principally operated on 
behalf of. or is not under the direct man¬ 
agement of, the Food and Drug Admin¬ 
istration. For example, this part does not 
apply to systems of records: 

(1) Operated under contract with the 
Food and Drug Administration by State 
or local government agencies, or organ¬ 
izations representing such agencies, 
when such agencies or organizations are 
also performing State or local govern¬ 
ment functions. 

(2) Operated by contractors with the 
Food and Drug Administration by indi¬ 
viduals or organizations whose primary 
function is delivery of health services, 
such as hospitals, physicians, pharma¬ 
cists. and other health professionals, and 
that report information concerning 
products, eg.. Injuries or product defects, 
to the Food and Drug Administration. 
Before such contractors submit informa¬ 
tion to the Food and Drug Administra¬ 
tion, the names and other personal iden¬ 
tifiers of patients or research subjects 
in any medical or similar report, test, 
study, or other research project shall be 
deleted, unless the contract provides 
otherwise. If the Food and Drug Ad¬ 
ministration subsequently needs the 
names of such individuals, a separate 
request will be made. 

(3) Relating to individuals whom the 
contractor employs, or with whom the 
contractor otherwise deals. In the course 


of providing goods and services to the 
Food and Drug Administration. 

(4) Operated under grants. 

(d) The requirements of this part shall 
apply when a contractor who operates a 
system of records not subject to this 
part reports to the Food and Drug Ad¬ 
ministration Information that is a sys¬ 
tem of records about individuals from 
which personal information is retrieved 
by names or other personal identifiers. 
Where the information would be a new 
Privacy Act Record System, or a change 
In an existing Privacy Act Record 8ystem 
of a type described in 9 21.21. the Food 
and Drug Administration shall comply 
with the requirements of 9 21.21. 

(e) The Food and Drug Administra¬ 
tion will review all contracts before 
award to determine whether operation 
of a system from which information is 
retrieved by individual names or other 
personal identifiers will be required of 
the contractor, by the terms of the con¬ 
tract or as a matter of practical neces¬ 
sity. If such operation will be required, 
the solicitation and contract shall include 
the following clause, or a clause of 
similar effect: 

Whenever the contractor or any of hu 
employees in required by this contract to 
operate a system of record* from which In¬ 
formation U retrieved by Individual name* 
or other personal Identifier* In order to ac¬ 
complish a Pood and Drug Ad m inistration 
function, the contractor and every employee 
1* considered to be an employee of the Pood 
and Drug Administration and *hall operate 
auch system of record* In accordance with 
the Privacy Act of 1074 ( 6 U.8-C. 652a). regu¬ 
lations of the Pood and Drug Administra¬ 
tion in 21 CFR Part 21. and rule* of oonduct 
that apply to Pood and Drug Administration 
employees who work with such systems of 
records. The contractor and his employees 
are subject to the criminal penalties set 
forth in 5 U.S.C. 552aO) for violations of the 
Privacy Act 

§ 21.31 K»Ttirti» stored by tin- General 
Smirni Atlininnlration and archival 
records. 

(a) Food and Drug Administration 
records that are stored, processed, and 
serviced by the General Services Admin¬ 
istration in accordance with 44 U.8.C. 
3103 shall be considered to be maintained 
by the Food and Drug Administration. 
The General Services Administration 
shall not disclose the record except to 
authorized Food and Drug Administra¬ 
tion employees. 

(b> Each Food and Drug Administra¬ 
tion record pertaining to an identifiable 
individual that was transferred to the 
National Archives of the United States 
as a record determined by the National 
Archives to have sufficient historical or 
other value to warrant its continued 
preservation shall be considered to be 
maintained by the National Archives and 
shall not be subject to the provisions of 
this part, 

§ 21.32 IVe«oiinrl records. 

<a> Presept and former Food and 
Drug Administration employees desiring 
access to personnel records about them¬ 
selves should consult system notices 
applicable to the agency's personnel rec¬ 
ords that are published by the Civil 
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Service Commission and the Department 
as well as any notice Issued by the Food 
and Drug Administration. 

(b) (1 j The procedures of the Civil 
Service Commission at 5 CFR Parts 293. 
294. and 297. rather than the procedures 
in 1 21.33 and Subparts D through F of 
this part, govern systems of personnel 
records about Food and Drug Adminis¬ 
tration employees that arc subject to 
notices published by the Commission, 
le.. systems that: 

(1) The Commission maintains. 

(ii> Are maintained by the Division 
of Personnel Management, Food and 
Drug Administration. 

(Hi) Are maintained by Department 
Regional Offices, concerning field em¬ 
ployees. 

(2) Hie Commission's procedures may. 
if necessary, be supplemented in the 
Food and Drug Administration Staff 
Manual Guide. Current Food and Drug 
Administration employees should mail or 
deliver written requests under the 
Privacy Act for access to personnel rec¬ 
ords described in this paragraph t o the 
Commission in accordance with 5 CFR 
297.106, the Director. Division of Person¬ 
nel Management (HFA-400), Food and 
Drug Administration, 5600 Fishers Lane. 
Rockville, MD 20857, or the personnel 
officer in the senicing HEW Regional 
Personnel Office. An employee may con¬ 
sult with or direct his request to the FDA 
Privacy Coordinator (HFC-18). Requests 
for access to personnel records of former 
employees that are located in Federal 
records centers should be directed to the 
Commission. Requests under the Privacy 
Act for amendment of personnel records 
should be directed to these same officials 
who are responsible for occess’to person¬ 
nel records under this paragraph. 

(3) With respect to records subject to 
paragraph (b)(1) of Oils section: 

(i) Refusal to grant access to a record 
•br refusal to amend a record upon re¬ 
quest of an employee, shall only be made 
by the Associate Commissioner for Ad¬ 
ministration or his designate: and 

(ID Appeals of refusals under para¬ 
graph (b)(3)(i) of this section may be 
made to the Civil Sendee Commission 
in accordance with 5 CFR 297.108'g> (3) 
and 297.113(b). 

(c) Any other Privacy Act Record 
Systems that contain personnel records, 
or records that otherwise concern agency 
employees, that are maintained by offices 
of the Food and Drug Administration 
rather than the Division of Personnel 
Management but which are not subject 
to the Department's notice for personnel 
records in operating offices are subject 
to this part, except that refusals under 
this part to grant access to or amend 
records about present or former em¬ 
ployees shall be made by the Associate 
Commissioner for Administration rather 
tlian the Associate Commissioner for 
Compliance 

<d» The following procedure* shall 
govern requests under the Privacy Act for 
personnel records that are maintained 
by tire operating offices of the Food and 
Drug Administration in which employee* 
work 


(1) An employee shall upon request be 
told whether records about him are 
maintained. An employee shall be given 
access to records about himself that are 
subject to this paragraph in response 
to an oral or written request and 
through informal procedures, rather 
than the procedure* specified in ! f 21.40 
through 21.43. 

(2) Employee Identity may be verified, 
if necessary, by an FDA ID card rather 
than in accordance with i 21.44. 

(3) Generally no fee shall be charged 
for records requested under this para¬ 
graph. However, in cases where the rec¬ 
ords requested are voluminous, a fee may 
be charged in accordance with I 21.45. 

(4) Records that are subject to this 
paragraph shall be available for access to 
an individual, except to the extent that 
access Ls refused by the Associate Com¬ 
missioner for Administration or his des¬ 
ignate on the ground that the record is 
subject to an exemption under $ 21.61 or 
5 CFR 297.111. 

(5) Requests under the Privacy Act 
for amendment of records subject to tills 
paragraph should be directed to the Di¬ 
rector, Division of Personnel Manage¬ 
ment (HFA-400). Such requests shall be 
reviewed in accordance with Subpart E 
of this part. Refusal to amend a record 
subject to thLs paragraph (d)(5) *h:Zl 
only be made by the Associate Commis¬ 
sioner for Administration or his desig¬ 
nate. 

(6» Appeals of refusals under para¬ 
graph <d) (4) or (5) of this section may 
be made to the Commissioner of Food 
and Drugs, except where the Associate 
Commissioner for Administration or his 
designate indicates with his refusal that 
the appeal should be made to the Civil 
Service Commission. 

»7) Disclosures of records subject to 
this paragraph arc subject to Subpart G 
of this part. 

§21.33 Mrclir:tl r« runU. 

<a) In general, an individual is en¬ 
titled to have access to any medical rec¬ 
ords about himself In Privacy Act Record 
Systems maintained by the Food and 
Drug Administration. 

<b> The Food and Drug Administra¬ 
tion may apply the following special 
procedures in disclosing medical records 
to an individual: 

(1) The agency may review the rec¬ 
ords to determine whether disclosure of 
the record to the individual who ls the 
subject of the records might have an ad¬ 
verse effect on him. If it is determined 
that disclosure is not likely to have an 
adverse effect on the individual, the rec¬ 
ord shall be disclosed to him. If it is de¬ 
termined that disclosure ls very likely to 
have an adverse effect on the individual, 
he may be requested to designate, in 
writing, a representative to whom the 
record shall be disclosed. Such repre¬ 
sentative may be a physician, other 
health professional, or other responsible 
person who would be willing to review the 
record and discuss it with the individual. 

(2) The availability of the record may 
be subject to any procedures for dis¬ 
closure to an individual of medical rec¬ 


ords about himself under Part 20 of this 
chapter, In addition to or in lieu of the 
procedures in paragraph (b) (1 >. that are 
not Inconsistent with 5 21.41(f). 

Subport P—Procedures (or Notification of 

and Access to Records in Privacy Act 

Record Systems 

§21.10 Prorrdorc* for MibmSrting re¬ 
quests for notification ami 

(a) An individual may request that 
the Food and Drug Administration no¬ 
tify him whether a Privacy Act Record 
System contains records about him that 
are retrieved by reference to his name 
or other personal identifier. An individ¬ 
ual may at the same time, or after re¬ 
ceiving notification that such a record 
about him exists, request that he be 
given access to the record. 

(b) An individual desiring notification 
or access to records shall mail or deliver 
a request for records in any Food and 
Drug Administration Privacy Act Record 
System to the FDA Privacy Coordinator 
(HFC-18), Food and Drug Administra¬ 
tion. 5600 Fishers Lane, Rockville, MD 
20857. 

fc> Requests shall be In writing and 
shall name the Privacy Act Record Sys¬ 
tem or Systems concerning which the 
individual requests notification of 
whether there are records about him 
that are retrieved by reference to his 
name or other personal identifier To 
help assure a prompt response, an indi¬ 
vidual should Indicate that he is making 
a “Privacy Act Request" on the envelope 
and in a prominent manner in the letter. 

(d) An Individual who merely wishes 
to be notified whether a Privacy Act Rec¬ 
ord System contains a record about him 
ordinarily need not provide any verifica¬ 
tion of his identity other than his name. 
The mere fact that the Food and Drug 
Administration has a record about an 
individual in any of its Privacy Act Rec¬ 
ords Systems would not be likely to con¬ 
stitute a clearly unwarranted invasion 
of personal privacy. Where mere disclo¬ 
sure of the fact that a record about the 
individual exists would be a clearly un¬ 
warranted invasion of personal privacy, 
further verification of the identity of the 
individual shall be required. 

<e) An individual who requests that 
he be given access to a copy of records 
about himself, if any exist, should in¬ 
dicate whether he prefers (1) to huve 
copies of any such records mailed to him 
In accordance with 5 21.43(a) (1). which 
may involve a fee under § 21.45. including 
Information to verify his Identity under 
§21.44 or (2) to use the procedures for 
access In person under § 21.43(a) (2). 

(f) A request for notification and ac¬ 
cess may be submitted under this sub¬ 
part concerning any Privacy Act Record 
System that is exempt under § 21.61. as 
indicated in the notice for the system. 
An Individual seeking access to records 
under § 21.65(b) (2) to investigatory rec¬ 
ords compiled for law enforcement pur¬ 
poses other than criminal law enforce¬ 
ment purposes should submit a descrip¬ 
tion of the right, benefit, or priv¬ 
ilege that he believes he was denied as 
the result of the Food and Drug Admin¬ 
istration’s maintenance of the records. 
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Where the system Is exempt under 
5 21.61. and Access to the requested rec¬ 
ords ts not granted under 1 21.65. the 
request shall be handled under the pro¬ 
visions of Part 20 of this chapter <the 
public Information regulations). 

<g) The Public Records and Docu¬ 
ments Center shall maintain and make 
available copies of the forms (OF-203, 
Privacy Act Request forms) to assist In¬ 
dividuals in filing requests under l 21.40. 

§21.11 Prorwslnc of r«|ur»l#. 

<a> An individual or his guardian 
under 1 21.75 shall not be required to 
show any Justification or need to obtain 
notification under i 21.42 or access to a 
record under 9 21.43. 

(b) The Food and Drug Administra¬ 
tion will determine whether a request by 
an individual for records about himself 
Is appropriately treated as a request 
under this subpart, or under the provi¬ 
sions of Part 20 of this chapter (the pub¬ 
lic Information regulations)* or both. 
Where appropriate, the Food and Drug 
Administration will consult with the in¬ 
dividual concerning the appropriate 
treatment of the request. 

(C) The FDA Privacy Coordinator 
<HFC-18> in the Public Records and 
Documents Center shall be responsible 
for the handling of Privacy Act requests 
received by the Food and Drug Adminis¬ 
tration. Requests maUed or delivered to 
any other office shall be promptly redi¬ 
rected to the FDA Privacy Coordinator. 
Where this procedure would unduly de¬ 
lay the agency’s response, however, the 
agency employee who received the re¬ 
quest should consult with the FDA Pri¬ 
vacy Coordinator and obtain advice as to 
whether the employee can respond to the 
request directly. 

<d> Upon receipt of a request by the 
FDA Privacy Coordinator, a record shall 
promptly be made that a request has 
been received and the date. 

(e) A letter In accordance with 5 21 42 
responding to the request for notification 
shall issue as promptly as possible after 
receipt of the request by the Food and 
Drug Administration. Upon determina¬ 
tion by the Public Records and Docu¬ 
ments Center that a request for access to 
records is appropriately treated as a re¬ 
quest under Part 20 rather than this Part 
21, or under both parts, the time limita¬ 
tions prescribed in 9 21.41 of this chapter 
shall apply. In any case, access to avail¬ 
able records shall be provided as prompt¬ 
ly as possible. 

(f) Except as provided in 4 21.32. an 
individual's access to records about him¬ 
self that are retrieved by his name or 
other personal identifiers and contained 
in any Privacy Act Record System may 
only be denied by the Associate Commis¬ 
sioner for Compliance or his designate. 
An individual shall not be denied access 
to any record that Is otherwise avaliable 
to him under this part except on the 
grounds that it is exempt under 5 21.61 
and not required to be disclosed under 
5 21.65(a) (2), that it was compiled in 
reasonable anticipation of court litiga¬ 
tion of formal administrative proceed¬ 
ings. or to the extent that it is exempt or 


prohibited from disclosure because it in¬ 
cludes a trade secret or commercial or 
financial information that is privileged 
or confidential Information the disclo¬ 
sure of which would constitute a clearly 
unwarranted invasion of the personal 
privacy of another Individual. 

(g) The FDA Privacy Coordinator 
shall assure that records are maintained 
of the number, status, and disposition of 
requests under tills subpart. Including 
the number of requests for records ex¬ 
empt from access under this subpart and 
other information required for purposes 
of the annual report to Congress under 
the Privacy Act. These temporary admin¬ 
istrative management records shall not 
be considered to be Privacy Act Record 
Systems. Ail records required to be kept 
under this paragraph shall only include 
requesting individuals’ names or personal 
identifiers for so long as any request 
for notification, access, or amendment is 
pending. The identity of individuals 
making requests under tills subppart 
shall be regarded ns confidential and 
shall not be disclosed under Part 20 of 
this chapter (the public information reg¬ 
ulations) to any other person or agency 
except as is necessary for the processing 
of requests under this subpart. 

§ 21.12 It«-*pon*e* lo rcqne*U. 

<a> The FDA shall respond to an in¬ 
dividual’s request for notification as to 
whether a Privacy Act Record System 
contains records about him that are re¬ 
trieved by his name or other personal 
Identifier by sending a letter under this 
paragraph. 

<1> If there are no records about the 
individual that are retrieved by his name 
or other personal identifier in the named 
Privacy Act Record System, or the re¬ 
quester is not an “individual” under 
4 2i.3<a>. the letter shall so state. Where 
appropriate, the letter shall indicate 
that the Food and Drug Administration’s 
public information regulations in Part 20 
of this chapter prescribe general rules 
governing the availability of information 
to members of the public, and that a re¬ 
quest may be made in accordance with 
Part 20 of this chapter for records that 
are not retrieved by the requester’s name 
or other personal identifier from a Pri¬ 
vacy Act Record System. 

<2> If there arc records about the In¬ 
dividual that are retrieved by his name or 
other personal identifier and the named 
Privacy Act Record System Is not ex¬ 
empt from individual access and contest 
under { 21.61. or the system is exempt but 
access is allowed or required under 
9 21.65. the letter shall inform him that 
the records exist and shall either: 

(i> Enclose a copy of the records under 
I 21.43< a * <1» or indicate that the records 
will be sent under separate cover, where 
there has been adequate verification of 
the identity of the individual under 
| 21.44 and the fees under 5 21.45 do not 
exceed $25, or 

(U1 Inform the individual of the pro¬ 
cedures to obtain access to the records 
by mail or in person under 1 21.43(a) (2). 
as well as the approximate dates by which 
the requested records can be provided f if 


the records are not then available), the 
locations at which access in person may 
be had, and the information needed, if 
any. to verify the Identity of the individ¬ 
ual under 5 21.44. 

(3» If the named Privacy Act Record 
System contains records about the in¬ 
dividual that are retrieved by his name 
or other personal identifier, and the sys¬ 
tem is exempt from individual access and 
contest under 9 21.61 and access is not al¬ 
lowed or required under 5 21.65, the letter 
should inform him that the records arc 
exempted from access and contest by 
5 21.61. The letter shall also Inform him 
if the records sought are not available 
because they were compiled in reason¬ 
able anticipation of court litigation or 
formal administrative proceedings or are 
otherwise not available under 5 21.41(b). 
Where appropriate, the letter shall also 
indicate whether the records arc avail¬ 
able under Part 20 of this chapter (the 
public information regulations), and It 
may disclose the records In accordance 
with Part 20. 

(4) If the named Privacy Act Record 
System contains records about the in¬ 
dividual that are retrieved by his name 
or other personal identifier, but a final 
determination has not yet been made 
with respect to disclosure of all of the 
records covered by the request, e g., be¬ 
cause it is necessary to consult another 
person or agency having an interest in 
the confidentiality of the records, the 
letter shall explain the circumstances 
and indicate when a final answer w'ill be 
given. 

(b) Except as provided in 9 21.32. ac¬ 
cess to a record may only be denied by the 
Associate Commissioner for Compliance 
or his designate. If access to any record 
Is denied, wholly or in substantial part, 
the letter shall state the right of the in¬ 
dividual to appeal to the Commissioner 
of Food and Drugs. 

(c) If a request for a copy of the 
records will result in a fee of more than 
$25. the letter shall specify or estimate 
the fee involved. Where the individual 
has requested a copy of any records 
about him and copying the records would 
result in a fee of over $50. the Food and 
Drug Administration shall require ad¬ 
vance deposit as well as payment of any 
amount not yet received as a result of 
any previous request by the individual 
for a record about himself, under this 
subpart or Part 20 of this cliapter (the 
public information regulations) before 
the records ore made available. If the fee 
is less than $50. prepayment shall not be 
required unless payment has not yet been 
received for records disclosed as a re¬ 
sult of a previous request by the individ¬ 
ual for a record about himself under this 
.subpan or Part 20 of this chapter. 

§ 21.13 AeecMk lo rrqurMrtl rteordt. 

(a) Access may be granted to requested 
records by: 

<1> Mailing a copy of the records to 
the requesting individual, or 

(2) Permitting the requesting individ¬ 
ual to review the record in person be¬ 
tween 8 a m. and 4:30 pjn. at the office 
of the FDA Privacy Coordinator, at the 


FEDERAL REGISTER. VOL 4? NO 55—TUESDAY, MARCH 72 . 1977 





RULES AND REGULATIONS 


15631 


Public Records and Documents Center at 
the address shown in 9 20.30 of this chap¬ 
ter, or at any Food and Drug Adminis¬ 
tration field office listed In 9 5.115 of this 
chapter, or at another location or time 
upon which the Food and Drug Adminis¬ 
tration and the individual agree. 
Arrangements for such review can be 
made by consultation between the FDA 
Privacy Coordinator and the individual. 
An individual seeking to review records 
In person shall generally be permitted 
access to the file copy, except that where 
the records include nondlsclosable in¬ 
formation. a copy shall be made of that 
portion of the records, with the non- 
disclo&able information blocked out. 
Where the Individual is not given a 
copy of the record to retain, no charge 
shall be made for the costs of copying a 
record to make it available to an individ¬ 
ual who reviews a record in person under 
this paragraph. 

<b) An Individual may request that a 
record be disclosed to or discussed in the 
presence of another individual, such as 
an attorney. The individual may be re¬ 
quired to furnish a written statement au¬ 
thorizing tiie disclosure or discussion In 
such other individual’s presence. 

(c) The Food and Drug Administra¬ 
tion will make every reasonable effort to 
assure that records made available under 
this section can be understood by the in¬ 
dividual. such as by providing an oral 
or written explanation of the records. 

| 2I.lt Verification of identity. 

<a> An individual seeking access to 
records in a Privacy Act Record System 
may be required to comply with reason¬ 
able requirements to enable the Food 
and Drug Administration to determine 
his identity. The identification required 
shall be suitable considering the nature 
of the records sought. No Identification 
shall be required to receive access to in¬ 
formation that is required to be dis¬ 
closed to any member of the public un¬ 
der Part 20 of this chapter Uhe public 
information regulations). 

<b) An individual who appears in per¬ 
son for access to records about himself 
shall be required to provide at least one 
document to identify himself, e g., driv¬ 
er’s license, passport, or alien or voter 
registration card to verify his identity. If 
an individual does not have any 6uch 
document or requests access to records 
about himself without appearing in per¬ 
son under circumstances in which his 
identity cannot be verified from the re¬ 
quest itself, he shall be required to cer¬ 
tify in writing that he is the individual 
he claims to be and that he understands 
that the knowing and willful request for 
or acquisition of a record pertaining to 
an individual under false pretenses is a 
criminal offense subject to a $5,000 fine. 

<c> In making requests under 9 21.75. 
a parent of a minor child or legal guard¬ 
ian of an incompetent Individual may be 
required to verify his relationship to the 
minor child or the incompetent individ¬ 
ual, in addition to verifying his own 
identity, by providing a copy of the 
minor's birth certificate, a court order, 
or other evidence of guardianship. 


<d» Where an individual seeks access 
to particularly sensitive records, such as 
medical records, the individual may be 
required to provide additional informa¬ 
tion beyond that specified in paragraph 
<b> or (c) of this section, such as the in¬ 
dividual’s years of attendance at a par¬ 
ticular educational institution, rank at¬ 
tained in the uniformed services, date or 
place of birth, names of parents, an oc¬ 
cupation, or tho specific times the Indi¬ 
vidual received medical treatment. 

§21.45 Fee, 

<a) Where applicable, fees for copying 
records shall be charged in accordance 
with the schedule set forth in this sec¬ 
tion . Fees may only be charged where 
on individual has requested that a copy 
be made of a record to which he is 
granted access. No fee may be charged 
for making a search of a Privacy Act 
Record System whether the search is 
manual, mechanical, or electronic. Where 
a copy of the record must be made to 
provide access to the record. e.g., com¬ 
puter printout where no screen reading 
is available, the copy shall be made avail¬ 
able to the individual without cost. Where 
a medical record Ls made available to a 
representative designated by the indi¬ 
vidual under §21.33, no fee will be 
charged. 

(b) The fee schedule is as follows: 

(1) Copying of records susceptible to 
photocopying—$.10 per page. 

(2> Copying of records not susceptible 
to photocopying. o.g„ punch cards or 
magnetic tapes—at actual cost to be de¬ 
termined on a case-by-case basis. 

(3) No charge will be made if the total 
amount of copying for an Individual does 
not exceed $25. 

(c> When a fee is to be assessed, the 
individual shall be notified prior to the 
processing of the copies, and be given an 
opportunity to amend his request. Pay¬ 
ment shall be made by check or money 
order made payable to the “Food and 
Drug Administration.” and shall be sent 
to the Accounting Operations Branch 
(HFA-210), Food and Drug Administra¬ 
tion, 5600 Fishers Lane, Rockville. MD 
20857. Advance deposit shall be required 
where the total amount exceeds $50. 

Subpart E—Procedures for Requests for 
Amendment of Records 

§21.50 IVorrilur* * for ftobruitling re- 
qur»tai for nmrndmrrit of rrrord*. 

ta> An individual who received access 
to a record about himself under Subpart 
D of this part may request that the rec¬ 
ord be amended if he believes that the 
record or an item of information is not 
accurate, relevant to a Food and Drug 
Administration purixtse. timely, or com¬ 
plete. 

<b) Amendments under this subpart 
shall not violate existing statute, regula¬ 
tion. or administrative procedure. 

(1) This subpart does not permit al¬ 
teration of evidence presented in the 
course of Judicial proceedings or Food 
and Drug Administration adjudicatory 
or rule making proceedings or collateral 
attack upon that which has already been 
the subject of any such proceedings. 


(2) If the accuracy, relevancy, time¬ 
liness, or completeness of the records 
may be contested in any other pending or 
imminent agency proceeding, the Food 
and Drug Administration may refer the 
individual to the other proceeding os the 
appropriate means to obtain relief. If the 
accuracy, relevance, timeliness, or com¬ 
pleteness of a record is, or has been, nn 
issue in another agency proceeding, the 
request under this section shall be dis¬ 
posed of in accordance with the decision 
in the other proceeding, absent unusual 
circumstances. 

(c) Requests to amend records shall be 
submitted, in writing, to the FDA Pri¬ 
vacy Coordinator in accordance with 
9 21.40*b). Such requests shall include in¬ 
formation sufficient to enable the Food 
and Drug Administration to locate the 
record, a brief description of the items 
of information requested to be amended, 
and the reasons why the record should be 
amended together with any appropriate 
documentation or arguments in support 
of the requested amendment. An edited 
copy of the record showing the described 
amendment may be included. Verifica¬ 
tion of identity should be provided in 
accordance with 9 21.44. 

id> Written acknowledgement of the 
receipt of a request to amend a record 
shall be provided within 10 working days 
to the individual who requested the 
amendment. Such acknowledgement may 
request any additional information 
needed to verify identity or make a de¬ 
termination. No acknowledgement need 
be made if the request can be reviewed, 
processed, and the individual notified of 
the agency’s agreement with the request 
or refusal within the 10-day period. 

§ 21.51 to rrqiir*!* for uinrncl- 

men I of records. 

(a» The Food and Drug Administra¬ 
tion shall take one of the following ac¬ 
tions on a request for amendment of rec¬ 
ords as promptly as possible: 

<1> Amend any portion of the record 
which the agency has determined, based 
upon a preponderance of the evidence, Is 
not accurate, relevant to a Food and 
Drug Administration purpose, timely, or 
complete, and. in accordance with para¬ 
graph (d)(3) of this section, inform the 
individual and previous recipients of the 
record that has been amended of the 
amendment. 

(2) Inform the individual of its refusal 
to amend any portion of the record in 
the manner requested, the reason for the 
refusal, and the opportunity for admin¬ 
istrative appeal to the Commissioner of 
Food and Drugs. Except as provided in 
5 21.32, such refusal may only be issued 
by the Associate Commissioner for Com¬ 
pliance or his designate. 

(3) Where another agency was the 
source of and has control of the record, 
refer the request to that agency. 

(b) The agency may, for good cause, 
extend the period for taking action an 
additional 30 working days if notice is 
provided to tho individual explaining the 
circumstances of the delay. 

(o The officials charged with review¬ 
ing a record to determine how* to respond , 
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to a request to amend it, shall assess Us 
accuracy, relevance to a Pood and Drug 
Administration purpose, timeliness, or 
completeness The determination shall 
be made in the light of the purpose for 
which the records or system is used, the 
agency's need for the record, and the 
possible adverse consequences to the In¬ 
dividual from the record if not amended. 
Whenever the Food and Drug Adminis¬ 
tration receives a request for deletion of 
a record, or portions of a record, it shall 
consider anew whether the contested in¬ 
formation in the record is relevant and 
necessary to a Food and Drug Adminis¬ 
tration purpose. 

(d> If the Food and Drug Adminis¬ 
tration agrees with an individual’s re¬ 
quest. it shall take the following actions: 

(1) So inform the Individual in wilt¬ 
ing. 

(2) In accordance with statute, regu¬ 
lation, or procedure, amend the record 
to make it accurate, relevant to a Food 
and Drug Administration purpose, 
timely, or complete, making note of the 
date and fact of the amendment. 

i3> If an accounting was made under 
5 21.71(d) of a disclosure of the record 
under 5 21.71(a). provide a copy of the 
record as amended, to all previous recip¬ 
ients of the record. 

§ 2LSI AdminUtrntivr appeal* of rrfti*- 
«l» to nmrtid record*, 

(a) If an individual disagrees with a 
refusal under f 21.51(a)(2) to amend a 
record, he may appeal that refusal to the 
Commissioner of Food and Drugs, Km. 
14—81, 5600 Fishers Lane, Rockville, MD 
€0857. 

(b) If, upon appeal, the Commissioner 
upholds the refusal to amend the record 
us requested, he shall inform the indi¬ 
vidual : 

(1) Of his decision and the reasons 
for it. 

(2) Of the individual's right to file with 
the Food and Drug Administration a 
concise statement of the individual's 
reasons for disagreeing with the agency's 
decision not to amend the record as 
requested. 

(3) That the statement of disagree¬ 
ment will be made available to all per¬ 
sons listed In an accounting ns having 
previously received the record and any 
person to whom the record Is subse¬ 
quently disclosed together with. In the 
discretion of the Food and Drug Admin¬ 
istration. a brief statement summarizing 
its reasons for refusing to amend the 
record. Any individual who includes false 
information in the statement of disagree¬ 
ment filed with the Food and Drug Ad¬ 
ministration may be subject to penalties 
under 18 U.S.C. 1D01, the False Reports 
to the Government Act. 

(4) That the individual has a right to 
seek judicial review of the refusal to 
amend the record. 

<c> If the Commissioner on adminis¬ 
trative appeal or a court on judicial re¬ 
view determines that the record should 
be amended In accordance with the in¬ 
dividual’s request, the Food and Drug 
Administration shall proceed in accord¬ 
ance with l 2151(d). 


<d) A final determination on the indi¬ 
vidual’s administrative appeal of the ini¬ 
tial refusal to amend the record shall be 
concluded within 30 working days of the 
request for such review under paragraph 
<a> of this section, unless the Commis¬ 
sioner extends such period for good cause 
and Informs the Individual In writing of 
the reasons for the delay and of the ap¬ 
proximate date on which a decision of 
the appeal can be expected. 

§ 21.33 Notation and ilicloM»ro of di»« 
ptilrd record*. 

When an individual has filed a state¬ 
ment of disagreement under |21.52<b> 
<2). the Food and Drug Administration 
shall: 

(a) Mark any portion of the record 
that is disputed to assure that the record 
wifi clearly show that portion is disputed 
whenever the record Is disclosed. 

<b) In any subsequent disclosure under 
f 21.70 or 5 21.71(a), provide a copy of 
the statement of disagreement and. if the 
Food and Drug Administration deems It 
appropriate, a concise statement of the 
agency's reasons for not making the 
amendment(s) requested. While the in¬ 
dividual shall have access to any such 
statement. It shall not be subject to a 
request for amendment under I 21.50. 

(c) If an accounting was made under 
5 21.71(d) and <e) of a disclosure of the 
record under 121.71(a), provide to all 
previous recipients of the record a copy 
of the statement of disagreement and the 
agency statement, if any. 

§ 21.3 I Amended or di*pulrd re« or«l« re¬ 
ceived from oilier ngcnrJc*. 

Whenever the Food and Drug Admin¬ 
istration is notified that a record that 
it received from another agency was 
amended or Is the subject of a statement 
of disagreement, the Food and Drug 
Administration shall: 

(a) Discard the record, or clearly note 
the amendment or the fact of disagree¬ 
ment in its copy of the record, and 

(b) Refer persons who subsequently 
request the record to the agency that 
provided it. 

(c) If an accounting was made under 
f 21.71 (d) and (e> of the disclosure of 
the record under (21.71(a), inform all 
previous recipients of the record about 
the amendment or provide to them the 
statement of disagreement and the 
agency statement. If any. 

Subpart F—Exemptions 
§21.60 Policy. 

It is the policy of the Food and Drug 
Administration that record systems 
should be exempted from the Privacy 
Act only* to the extent essential to the 
performance of law enforcement func¬ 
tions under the laws that are adminis¬ 
tered and enforced by the Food and Drug 
Administration or that govern the 
agency. 

§21.61 Exrttipi 

<a> Investigatory records complied for 
law enforcement purposes, including 
criminal law enforcement purposes. In 
the Food and Drug Administration Pri¬ 


vacy Act Record 8ystems listed in para¬ 
graph (b) of tills section ore exempt 
from the following provisions of the Pri¬ 
vacy Act (5 U.S.C. 552a) and of this part 

(1) Such records are exempt from 5 
U.8.C. 552a(c><3> and |21.n(c)<4>. re¬ 
quiring that an individual be provided 
with the accounting of disclosures of rec¬ 
ords about himself from a Privacy Act 
Record System. 

(2) Except where access is required 
under 5 U.S.C. 552a(k) (2) and 5 21.65 
ia> (2), (such records are exempt from 6 
U.S.C. 552a (d)(1) through (4) and (f) > 
and 512140 through 21.54, requiring 
procedures for nn individual to be given 
notification of and access to records 
about himself in a Privacy Act Record 
System and to be allowed to challenge 
the accuracy, relevance, timeliness, and 
completeness of such records. 

(3) Such records are exempt from 5 
U.8.C. 552a(e>(4) <G> and <H> and 
5 21.20‘b) (10) requiring inclusion in the 
notice for the system of information 
about agency procedures for notification, 
access, and contest. 

(4> Such records are exempt from 5 
U.6.C. 552a(e><3) requiring that indi¬ 
viduals asked to supply Information be 
provided a form outlining the authority 
for the request, the purposes for which 
the information will be used, the routine 
uses in the notice for the Privacy Act 
Record 8ystem. and the consequences to 
the individual of not providing the in¬ 
formation, but only with respect to 
records compiled by the Food and Drug 
Administration In a criminal law en¬ 
forcement investigation where the con¬ 
duct of the Investigation would be preju¬ 
diced by such procedures. 

(b) Records in the following Food and 
Drug Administration Privacy Act Rec¬ 
ord Systems that concern individuals 
who are subject to Food and Drug Ad¬ 
ministration enforcement action and 
consist of Investigatory records compiled 
for law enforcement purposes, including 
criminal law enforcement purposes, are 
exempt under 5 U.S.C. 552a(j)<2> and 
(k>(2> from the provisions enumerated 
in paragraph (ft) of this section: 

(!) Clinical Investigator Records. 
FDA-3. 

(2) Regulated Industry Employee En¬ 
forcement Records, FDA-10. 

(3> Employee Conduct Investigative 
Records, FDA-13. 

<4> Service Contractor Employees In¬ 
vestigative Records. FDA-14. 

<c> The systems described in para¬ 
graph <b> (3 / and (4> of this section in¬ 
clude investigatory records compiled 
solely for the purpose of determining 
suitability, eligibility, or qualification for 
Federal civilian employment, military 
service. Federal contracts, and access 
to classified information. These record* 
are exempt from disclosure under 5 
U8.C. 552a*k» (5) to the extent that the 
disclosure would reveal the identity of 
a source who furnished Information to 
the Government under a promise of con¬ 
fidentiality. which must be an express 
promise if the information was furnished 
after September 27. 1975. Any Individual 
who is refused access to a record that 
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would reveal a confidential source shall 
be advised in a general way that the 
record includes information that would 
reveal a confidential source. 

§ 21.65 Acer** to record* in exempt sy»- 
trnt«. 

< a» Where a Privacy Act Record Sys¬ 
tem is exempt and the requested records 
are unavailable under 5 21.61* an indi¬ 
vidual may nevertheless make a request 
under 5 21.40 for notification concerning 
whether any records about him exist 
and request access to such records where 
they arc retrieved by his name or other 
personal identifier. 

<b) An individual making a request 
under paragraph <a> of this section: 

(1) May be given access to the records 
where available under Part 20 of this 
chapter (the public information regula¬ 
tions) or the Commissioner may, in his 
discretion, entertain a request under any 
or all of the provisions of 55 21.40 
through 21.54; and 

(2) 8hall be given access upon request 
if the records requested are subject to 5 
U.S.C. 552a<k)(2) and not to 5 U.S.C. 
552a(j)(2> (i.e., because they consist of 
Investigatory material compiled for law 
enforcement purposes other than crimi¬ 
nal law enforcement purposes) and 
maintenance of the records resulted in 
denial to the individual of any right, 
benefit, or privilege to which he w r ould 
otherwise be entitled by Federal law, or 
for which he would otherwise be eligible. 
An individual given access to a record 
under this paragraph (b) (2) is not en¬ 
titled to seek amendment under Subpart 
E of this part. The FDA may refuse to 
disclose a record that would reveal the 
identity of a source who furnished in¬ 
formation to the Government under a 
promise of confidentiality, which must 
be an express promise if the information 
was furnished on or after September 27, 
1975. Any individual refused access to a 
record that would reveal a confidential 
source shall be advised In a general way 
that the record contains information 
that would reveal a confidential source. 

(c) The Commissioner shall not make 
available any record that is prohibited 
from public disclosure under 5 20.82(b) 
of this chapter. 

<d) Discretionary disclosure of a rec¬ 
ord pursuant to paragraph (b> (1) of this 
section shall not set a precedent for dis¬ 
cretionary disclosure of a similar or re¬ 
lated record and shall not obligate the 
Commissioner to exercise his discretion 
to disclose any other record in a system 
that is exempt under 5 21.81. 

Subpart G—Disclosure of Records in Pri¬ 
vacy Act Record Systems to Persons 

Other Than the Subject Individual 

§ 21,70 l)iM*li»Mirr nn<l inln-MBcnn iim* 
of record# in Privacy Act lireord Sjr§. 
trim; no accounting requirrd. 

<a) A record about an individual which 
ts contained in a Privacy Act Record 
System may be disclosed: 

(1) To the individual who is the sub¬ 
ject of the record, or his legal guardian 
under I 21.75; 

(2) To a third party pursuant to a 
w r ritten request by, or with a written 


RULES AND REGULATIONS 

consent of, the individual to whom the 
record pertains, or his legal guardian 
under 5 21.75; 

(3) To any person: 

<i> Where the names and other iden¬ 
tifying information are first deleted, and 
under circumstances in which the recip¬ 
ient is unlikely to know the identity of 
the subject of the record; 

(ii) Where disclosure is required by 
Part 20 of this chapter (the public in¬ 
formation regulations); or 

(4) Within the Department of Health, 
Education, and Welfare to officers and 
employees who have a need for the rec¬ 
ord In the performance of their duties In 
connection with the laws administered 
and enforced by the Food and Drug Ad¬ 
ministration or that govern the agency. 
For purposes of this section, officers or 
employees of the Department shall in¬ 
clude the following categories of individ¬ 
uals. who shall thereafter be subject to 
the same restrictions with respect to dis¬ 
closure as any Food and Drug Adminis¬ 
tration employee: Food and Drug Ad¬ 
ministration consultants and advisory 
committees. State and local government 
employees for use only in their work with 
the Food and Drug Administration, and 
contractors and their employees to the 
extent that the records of such contrac¬ 
tors are subject to the requirements of 
this part under 5 21.30. 

(b> No accounting is required for any 
disclosure or use under paragraph <a) 
of this section. 

§ 21.71 Disclosure of records in Primary 
Act Record Systems; jeeounting re¬ 
quired. 

(a* Except as provided in 5 21.70. a 
record about an individual that is con¬ 
tained in a Privacy Act Record System 
shall not be disclosed by any method of 
communication except under any of the 
following circumstances, which are sub¬ 
ject to the limitations of paragraphs (b> 
and (c> of this section and to the ac¬ 
counting requirement of paragraph (d) 
of this section: 

(1) For a use described as a “routine 
use“ in the notice for the system under 
5 21.20(b) (5) that is compatible with the 
purpose for which the record was col¬ 
lected. 

(2) To the Bureau of Census for a 
census, survey, or a related activity pur¬ 
suant to Title 13 of the United States 
Code. 

<3) To a recipient who has provided 
advance assurance, pursuant to para¬ 
graph (c)(2) of this section that the rec¬ 
ord will be used solely as a statistical 
research or reporting record and will 
not be communicated by the recipient 
to any other person except in a form 
that is not individually identifiable. 

<4) To the National Archives of the 
United States as a record which has 
sufficient historical or other value to 
warrant its continued preservation, or 
to the General Services Administration 
for evaluation to determine whether the 
record has such value. 

(5) To a Federal. State, or local 
agency for purposes of a law enforcement 
activity that is authorized by law, upon 
written request by the head of the agency 
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specifying the particular portion of the 
record that is desired and the law en¬ 
forcement purpose for which the record 
is sought. Disclosures under this para¬ 
graph are in addition to any disclosures 
for law enforcement purposes described 
as a “routine use“ in a notice for a Pri¬ 
vacy Act Record 8ystem. 

(6) To a person pursuant to a show¬ 
ing of compelling circumstances affect¬ 
ing the health and safety of an indivi¬ 
dual. not necessarily the individual to 
whom the record pertains. Upon such 
disclosure, the Food and Drug Adminis¬ 
tration shall mail a notification of the 
fact of disclosure to the last known ad¬ 
dress of the individual who is the subject 
of the record. 

(7» To either House of Congress, or to 
any Subcommittee or Committee thereof, 
to the extent that the subject matter of 
the record falls within its Jurisdiction. 

(8) To the General Accounting Office. 

(9) Pursuant to an order of the court 
of competent Jurisdiction. Upon such 
court-ordered disclosure, the Food and 
Drug Administration shall make rea¬ 
sonable efforts to notify the individual 
in accordance with § 20.83(b) of this 
chapter. 

(b) The Food and Drug Administra¬ 
tion may in its discretion refuse to make 
a disclosure permitted under paragraph 
(a) of this section, if the disclosure would 
in the judgment of the agency, Invade 
the privacy of the individual or be incon¬ 
sistent with the purpose for which the 
information was collected. 

(c) The Food and Drug Administra¬ 
tion may require any person requesting 
a disclosure of a record under paragraph 
<a) of this section to provide: 

(1) Information about the purposes 
to which the disclosed record is to be put, 
and 

(2) A written statement certifying 
that the record will be used only for the 
stated purposes and will not be further 
disclosed without the written permission 
of the Food and Drug Administration. 

Under 5 U.S.C. 552a<1>(3), any person 
who knowingly or willfully requests or 
obtains any record concerning an indi¬ 
vidual from an agency under false pre¬ 
tenses shall be guilty of a misdemeanor 
and fined not more than $5,000. Such 
person may also be subject to prosecu¬ 
tion under the False Reports to live Gov¬ 
ernment Act, 18 U.S.C. 1001. 

(d> An accounting shall be made, in 
accordance with paragraph (e> of this 
section, of any disclosure under para¬ 
graph (a) of this section of a record that 
is not a disclosure under § 21.70. 

<e> Where an accounting is required 
under paragraph (d) of this section, the 
Food and Dnig Administration shall: 

G) Record the name nnd address of 
the person or agency to whom the dis¬ 
closure is made and the date, nature, and 
purpose of the disclosure. The account¬ 
ing shall not be considered a Privacy Act 
Record System. 

(2) Retain the accounting for 5 years 
or for the life of the record, whichever is 
longer, following the disclosure. 

<3) Notify those recipients listed in 
the accounting of amendments or dis¬ 
putes concerning the records previously 
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disclosed to them pursuant to |i 21.51 (d> 

(3). 21.53(c), or 21.54(c). 

(4> Except when the record Is exempt 
from Individual access and contest under 
I 21.61 or to the extent that the account¬ 
ing describe* a transfer for a law en¬ 
forcement purpose pursuant to para¬ 
graph (a)(5) of this section, make the 
accounting available to the Individual to 
whom the record pertains. In accordance 
with procedures of Subpart D of this 
part. 

tf) A single accounting may be used to 
cover disclosure(5) that consist of a con¬ 
tinuing dialogue between two agencies 
over a prolonged period, such as discus¬ 
sion of an enforcement action between 
the Food and Drug Administration and 
the Department of Justice. In such cases, 
a general notation may be made that, as 
of a certain date, contact was initiated, 
to continue until resolution of the mat¬ 
ter. 

§ 21.72 Individual ronwnt to dUrlo»nrc 
of record* to oilier pcnoni. 

<a> Individuals may consent to disclo¬ 
sure of records about themselves to 
other persons In several ways, for ex¬ 
ample: 

(1) An Individual may give consent at 
the time that the Information Is col¬ 
lected for disclosure for specific purposes 
or to specific persons. 

(2) An individual may give consent for 
disclosure of his records to a specific per¬ 
son. 

(3) An individual may request the 
Pood and Drug Administration to trans¬ 
cribe a specific record for submission to 
another person. 

(b> In each case the consent shall be 
in writing and shall specify the individ¬ 
ual. organizational unit, or class of In¬ 
dividuals or organizational units to 
whom the record may be disclosed, which 
record may be disclosed, and. if applica¬ 
ble. for what time period. A blanket con¬ 
sent to release all of an individuals 
records to unspecified individuals or or¬ 
ganizational units will not be honored. 
Verification of the identity of the indi¬ 
vidual and, where applicable, of the per¬ 
son to whom the record is to be disclosed 
shall be made In accordance with 5 2144. 
Consent documents shall be retained for 
a period of at least 2 years. If such docu¬ 
ments are used as a means at account¬ 
ing for the disclosure. they shall be re¬ 
tained as provided In I 21.71(e) (2). 

§21.73 Acrnrarf, romp! rlcnc^Mi, timcli- 
tic**, and rtlnanrf of record# di*- 
clovrtl from Privacy Art Hero ru Syt* 
lent*. 

la) The Food and Drug Administra¬ 
tion shall make reasonable efforts to as¬ 
sure that a record about an individual in 
a Privacy Act Record System is accurate, 
relevant to a Food and Drug Administra¬ 
tion purpose, timely, and complete before 
such record is disclosed under 121.71. 

(b) Paragraph (a) of this section shall 
not apply to disclosures that are required 
under Part 20 of this chapter (the public 
information regulations) or made to 
other Federal Government departments 
and agencies. Where appropriate, the 
letter disclosing the information shall 


Indicate that the Food and Drug Admin¬ 
istration has not reviewed the record to 
assure that it is accurate, relevant, 
timely, and complete. 

§ 21.74 Providing notice tluil a record »*• 
disputed i 

Whenever an individual has died a 
statement of disagreement with the Food 
and Drug Administration concerning a 
refusal to amend a record under $ 21.51 

(a) (2) or with another agency that pro¬ 
vides the record to the Food and Drug 
Administration, the Food and Drug Ad¬ 
ministration shall In any subsequent dis¬ 
closure under this subpart provide a copy 
of the statement of disagreement and a 
concise statement by the agency. If one 
has been prepared, of the reasons for not 
making the amendment (s) requested 

§ 21.75 ItighU of legal gUArtiiaiiA. 

For the purposes of this part, the 
parent of any individual who is a minor 
or the legal guardian of any individual 
who has been declared to be incompetent 
due to physical or mental Incapacity or 
age by a court of competent jurisdiction 
may act on behalf of the individual. 


PART 25—ENVIRONMENTAL IMPACT 
CONSIDERATIONS 

Subpjirt A—Central Prevalent 

Sec. 

26.1 Applicability. 

25.5 Responsible agency officials 
25.10 Submission of comments to other 
Agencies. 

Subpart B—Administrative Procedure* 

25.20 Content and format of environmental 
Impact statements. 

25.25 Preparation and review procedures 
25,30 Public availability of environmental 
impact state menu. 

Authority: Sec, 701. 53 Slat 1065-66 as 
amended by 70 Stmt. 9J9 and 72 SUl 948, 2! 
VSC. 371; sec. 102(2) (C). 83 8tat. 863. 42 
US,C. 4332. the Guidelines issued by the 
Council on Environmental Quality (30 FR 
7724): Executive Order 11614 of March 4. 1970 
(36 FR 4247). 

Subpart A—General Provision* 

§ 2.).1 Applicability. 

(a) (1) An environmental Impact 
statement shall be prepared, circulated, 
and filed pursuant to section 102<2) (C) 
of the National Environmental Policy Act 
of 1069 for every major agency action 
that significantly affects the quality of 
the human environment. 

(2) Agency decisions shall include a 
careful consideration of all environ¬ 
mental effects of proposed actions. 

(b) The need for preparing an envi¬ 
ronmental impact statement shall be 
considered for the following agency ac¬ 
tions pursuant to environmental criteria 
established by the agency and the 
department: 

(1) Recommendations or reports mode 
to Congress on proposals for legislation 
in instances where the agency has pri¬ 
mary responsibility for the subject mat¬ 
ter involved; 

(2) Destruction of articles condemned 
after seizure or enjoined; 

(3) Destruction of articles following 
detention or recall at agency request ; 


(4) Disposition of Food and Drug Ad¬ 
ministration laboratory waste materials, 

(5 > Issuance of licenses for biological 

products: 

(6) Establishment by regulation of 
labeling or other requirements for mar¬ 
keting articles; 

(7) Establishment by regulation of 
standards for articles i except food 
standards); 

(8) Approval of new drug and abbre¬ 
viated new drug applications and old 
drug monographs; 

i9> Approval of new animal drug and 
abbreviated new animal drug applica¬ 
tions and old animal drug monographs; 

(10) Approval of antibiotic drug 
monographs; 

(11) Approval of food additive peti¬ 
tions; 

(12) Approval of color additive peti¬ 
tions: and 

(13) Policy, regulations, and procedure 
making which significantly affect the 
quality of the human environment. 

(c) An environmental impact state¬ 
ment will not be required for amend¬ 
ments to existing regulations and ap¬ 
provals of supplements to existing ap¬ 
provals unless the change is substantial. 

(d> The agency has carefully consid¬ 
ered the environmental effects of the fol¬ 
lowing types of actions and has con¬ 
cluded that since they are not major 
agency actions significantly affecting the 
quality of the human environment, en¬ 
vironmental impact statements are not 
required for them: 

<1> Recommendations for court action 
concerning foods, drugs, devices, cos¬ 
metics. and electronic products; 

(2) Factory inspections: 

(3» Seafood inspections; 

(4) Issuance or amendment of food 
standards; and 

(5) Investigational new drug applica¬ 
tions and Investigational new animal 
drug applications, unless the agency no¬ 
tifies the applicant that one is required. 

(c) Whenever a person submits any 
application or petition requesting action 
by the agency (except action specified in 
paragraph <d> of this section), he shall 
include an environmental impact anal¬ 
ysis report on the requested action 
Failure to include an adequate environ¬ 
mental impact analysis report in an ap¬ 
plication or petition sliall be sufficient 
grounds to refuse to accept or file the 
application or petition. 

cf > Whenever a manufacturer, distrib¬ 
utor. or dealer proposes to destroy a food, 
drug, cosmetic, device, or electronic 
product which has been condemned, en¬ 
joined. detained, or banned by regula¬ 
tion. he shall submit to the agency an 
environmental Impact analysis report 
analyzing the environmental impact of 
the disposition of such articles. 

(g) An environmental Impact analysis 
report shall be submitted to the agency 
In the following format: 

CNvnoKuufTAt, Impact Analysis Rxi*otr 

Data:___—---—-- 

Naitio of applicant:.—.....--- 

Address: ___—-—-—— 

1. Dwicnbe the pr o posed action: __—- 
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2 DUcu» the probable Impact of the ac¬ 
tion on the environment (Including primary 
end eccondary consequences):__ 

3. Discuss the protoblc ftdrrnc environ¬ 
mental effects which cannot be avoided: 


4. Evaluate alternatives to the proposed 

action: ...... 


5 Describe the relationship between local 
4hort-tcrm uses of the environment with 
respect to the proposed action and the 
maintenance and enhancement of long-term 
productivity:_______ 

C. Dencrlbe any Irrever si ble and Irretrieva¬ 
ble commitment of resources which would be 
involved in the proposed action should It be 
Implemented:______ 


7. Discuss the ob)ectives raised by other 
Agencies, organisations, or individuals which 
are known to the applicant:___ 


8. If proposed action should be taken prior 
to 80 days from the circulation of a draft 
environmental Impact statement or 30 days 
from the filing of a Anal environmental Im¬ 
pact statement, explain why:___ 

0. Analyse whether the benefit to the pub¬ 
lic of the proposed action will outweigh the 
action's potential risks to the environment: 


(Date) (Signature of regpou&lble 

official) 

<h* Data and Information which con¬ 
stitute trade accrete or confidential In¬ 
formation under Part 20 of this chapter 
Khali not be submitted in an environ¬ 
mental impact analysis report. 

<i) Upon receipt of an environmental 
impact analysis report, the responsible 
agency official shall make an independ¬ 
ent assessment as to whether an en¬ 
vironmental impact statement shall be 
prepared for the proposed action. 

§ 23.3 Re*port«ilfclc agency o/Itdsk 

<a> When environmental Impact 
statements are required, the following 
agency officials are responsible for pre¬ 
paring the statements as indicated: 

(l) The office of the Commissioner Is 
responsible for preparing a draft or final 
environmental impact statement on ac¬ 
tions not delegated by the Commissioner. 

<2> The director of each bureau Is re¬ 
sponsible for preparing a draft or final 
environmental impact statement on ac¬ 
tions delegated to that bureau by the 
Commissioner under Sub part B of Fart 5 
of this chapter. 

<3 The Executive Director for Re¬ 
gional Operations is responsible for pre¬ 
paring a draft or final environmental 
impact statement on the destruction of 
articles condemned after seizure, en¬ 
joined. under import detention, or under 
detention or recalled at agency request. 

<b# Every action memorandum pro¬ 
posing an agency action included under 
I 25.1 <b) shall contain an evaluation of 
the environmental impact of the pro¬ 
posed action and shall be accompanied 
by a draft or final environmental impact 
statement if one is required. 
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§ 23.10 Submit *iun of com menu to oilier 

When the Food and Drug Administra¬ 
tion Is requested by the Office of the Sec¬ 
retary to comment on environmental Im¬ 
pact statements prepared by other agen¬ 
cies. the Commissioner shall prepare 
such comments us he deems appropriate 
and shall submit them to the Office of the 
Secretary, which shall prepare an ap¬ 
propriate response for submission to the 
requesting agency and the Council on 
Environmental Quality. 

Subpart B-* Administrative Procedures 

§ 23.20 Oonlrnl anil formal of environ- 
mental impart Aiatcramt*. 

(a> When It Is determined that an 
environmental impact statement is re¬ 
quired. draft and final environmental 
impact statements shall cover the fol¬ 
lowing points: 

(1 > There shall be a description of the 
proposed action Including adequate In¬ 
formation and technical data to permit 
a careful assessment of the environmen¬ 
tal impact. Where relevant, exhibits 
should be provided. 

(2) The probable Impact that the pro¬ 
posed notion will have on the environ¬ 
ment shall be analyzed and shall include 
the Impact on ecological systems such as 
wildlife, fish, and other marine life. Both 
primary and secondary significant con¬ 
sequences for the environment should 
be included in the analysis. 

i 3) There shall be a description of any 
probable adverse environmental effects 
which cannot be avoided (such as water 
or air pollution, undesirable land use pat¬ 
terns. damage to life systems, threats to 
health, or other consequences adverse to 
the environmental goals set forth In sec¬ 
tion 101 <b> of the National Environmen¬ 
tal Policy Act). 

(4) Alternatives to the proposed ac¬ 
tion must be described, in accordance 
with section 102(2) <D) of the National 
Environmental Policy Act. which requires 
the responsible agency to “study, de¬ 
velop, and describe appropriate alterna¬ 
tives to recommended courses of action 
in any proposal which Involves unre¬ 
solved conflicts concerning alternative 
uses of available resources.** A rigorous 
exploration and objective assessment of 
alternative actions that might avoid 
some or all of the adverse environmental 
effects is essential. Sufficient analysis of 
alternatives and their costs and impact 
on the environment should accompany 
the proposed action through the agency 
review process in order to avoid elimi¬ 
nating prematurely options which might 
have fewer adverse environmental 
effects. 

(5) The relationship between local 
short-term uses of man's environment 
and the maintenance and enhancement 
of long-term productivity must be dis¬ 
cussed Thus, realizing that each gener¬ 
ation is trustee of the environment for 
succeeding generations, the agency must 
assess the actiou for cumulative and 
long-term effects. 
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(6> There must be a statement con¬ 
cerning any Irreversible and Irretriev¬ 
able commitments of resources which 
would be involved in the proposed action 
should it be implemented. This requires 
the agency to identify the extent to 
which the action curtails the range of 
beneficial uses of the environment. 

(7) Where appropriate, there must ba 
a discussion of the problems and ob¬ 
jections raised by other Federal. State, 
and local agencies and by private or¬ 
ganizations and individuals, and a dis¬ 
position of the issues raised by these 
problems and objections. This section 
may be added at the end of the review 
process in the final text of the environ¬ 
mental statement 

ib) When it is determined that an 
environmental impact statement U re¬ 
quired. draft and final environmental 
impact statements shall be prepared in 
the following format: 

(“Dbaf-t'' ob "Final*) Km too n mental Im¬ 
pact Statement, Food and Dec*) Admind- 

tbation (Responsible Operating Dm* 

DON) 

1. Indicate administrative action or tog**- 
UUve action 

2 Describe the action, indicating any 
States or counties particularly affected. 

3. Analyze the environmental impact of 
the proposed action. 

4. Describe any unavoidable adverse en¬ 
vironmental effect* of the action 

A- Describe and iiacra alternative courses 
of action considered. 

® Describe any Irreversible and irretriev¬ 
able commitments ol resources involved In 
implementing the action. 

7. Where appropriate, evaluate any objec¬ 
tion* to the action raised by Interested 
person* 

•. (a) Por draft statements, state the date 
and form of Peosnai. Reoxbtcs publication by 
which comments have been requested from 
all interested persons and attach a copy of 
the notice. 

|b) Por final statement*. Jl*t all persons 
from which written comments have been re¬ 
ceived and attach a copy of each. 

9. Give the date that the draft or final 
statement was made available to the Council 
on Environmental Quality and to the public. 

§ 2.>.23 Preparation aiul review proce¬ 
dure. 

<a> When it is determined that an 
environmental impact statement Is re¬ 
quired. the statement shall be prepared 
as follows: 

(1) Preparation o/ draft environ¬ 
mental impact statement . A draft en¬ 
vironmental impact statement shall be 
prepared by the responsible agency offi¬ 
cial as designated in * 25.5. When appro¬ 
priate during the preparation of a draft 
environmental impact statement, the re¬ 
sponsible agency official shall consult 
with Federal. State, and local officials 
and other interested persons. 

(2) Distribution of draft environ¬ 
mental impact statements . After the 
responsible agency official has prepared 
a draft environmental impact statement, 
he shall forward 20 copies of the draft 
statement to the Office of the Secretary 
which shall thereupon forward 10 copies 
to the Council on Environmental Qual- 
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Ity. At the same time the draft statement 
will be made available for public inspec¬ 
tion by the Office of the Assistant Com¬ 
missioner for Public Affairs and the 
Hearing Clerk. 

(3) Solicitation of comments. (!) After 
the preparation and distribution of a 
draft environmental impact statement, 
comments will be solicited from all in¬ 
terested persons. Sixty days are allowed 
for reply, after which it is presumed that 
no comments will be made unless a 
specified extension of time is requested. 

(It) Where the subject of a draft en¬ 
vironmental Impact statement is also the 
subject of a notice of proposed rule mak¬ 
ing or a notice of filing published in the 
Federal Register, the Federal Register 
notice shall state that the environmental 
impact analysis report and the draft en¬ 
vironmental impact statement are avail¬ 
able upon request and shall solicit com¬ 
ments by all interested persons. 

(ill) Where the subject of a draft en¬ 
vironmental impact statement is not also 
the subject of a notice published in the 
Federal Register, a notice will be pub¬ 
lished in the Federal Register describ¬ 
ing the proposed action, stating that the 
environmental impact analysts report 
and the draft environmental Impact 
statement are available upon request, 
and soliciting comments by all interested 
persons. This notice may be published 
by the agency or the department, or the 
agency or the department may request 
that the Council on Environmental 
Quality publish it. 

(iv) Comments shall be solicited from 
Federal agencies having Jurisdiction by 
law or special expertise with respect to 
the environmental Impact of a proposed 
action by sending them a copy of a draft 
environmental Impact statement. 

(v) All comments on draft environ¬ 
mental impact statements shall be sub¬ 
mitted in quintuplicate to the Heaving 
Clerk, Food and Drug Administration, 
Department of Health. Education, and 
Welfare, Room 4-65. 5600 Fishers Lane, 
Rockville. MD 20857, where they shall 
be available for public inspection during 
working hours. Monday through Friday. 

(vl> When the responsible agency 
official concludes that no environmental 
impact statement is necessary and the 
proposed action is the subject of a notice 
of proposed rule making or a notice of 
filing published in the Federal Register, 
the Federal Register notice shall state 
that no environmental impact statement 
is necessary and, where applicable, Uiat 
the environmental impact analysis re¬ 
port is available upon request. 

(4) Time for consideration prior to de¬ 
cision. Draft environmental impact 
statements shall be prepared, forwarded 
to the Council on Environmental Qual¬ 
ity. and made available to the public 
early enough in the consideration of the 
proposed action to permit meaningful re¬ 
view of the environmental issues in¬ 
volved. To the maximum extent prac¬ 
ticable. no final action shall be taken on 
the proposal earlier than 90 days after a 
draft environmental impact statement 
has been prepared, forwarded to the 
Council, and made available to the 
public. 
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(5) Final environmental impact state¬ 
ments. The final text of an environ¬ 
mental impact statement shall be pre¬ 
pared by the responsible agency official 
after comments on the draft statement 
have been reviewed and shall include an 
evaluation of all comments. The Anal 
statements shall receive full considera¬ 
tion in the agency's decisionmaking 
process. The responsible agency official 
shall forward 20 copies of the final state¬ 
ment to the Office of the Secretary which 
shall thereupon forward 10 copies to the 
Council on Environmental Quality, and 
copies of the final statement shall be 
made available for public inspection by 
the Office of the AssLstant Commissioner 
for Public Affairs and the Hearing Clerk. 
To the maximum extent practicable, no 
agency action shall take place earlier 
than 30 days after the final statement 
has been forwarded to the Council on 
Environmental Quality and made avail¬ 
able to the public. 

(6) Where the subject of an environ¬ 
mental impact statement is an agency 
action governed by specific time require¬ 
ments under statute or regulation, every 
effort shall be made to comply with the 
provisions of this part within the time 
specified, and those time requirements 
shall be extended only as long as is ab¬ 
solutely necessary to permit the agency 
to consider or issue an environmental 
Impact statement of the action. 

<b) When the proposed action involves 
destruction of condemned, enjoined, de¬ 
tained or recalled articles or disposition 
of Food and Drug Administration labo¬ 
ratory waste materials, the agency shall 
adhere to disposal guidelines consistent 
with Federal, State, and local regulations 
applicable on a case-by-case basLs. This 
shall be reflected in environmental im¬ 
pact statements when they are issued on 
such actions. 

tc) There arc certain regulatory ac¬ 
tions which, because of their immediate 
importance to the public health, make 
adherence to the requirements of para¬ 
graph (a) <1) through (5) of this section 
impracticable. Compliance with the re¬ 
quirements for environmental analysis 
under the National Environmental Policy 
Act is Impossible in instances which re¬ 
quire immediate regulatory action to 
safeguard the public health. The respon¬ 
sible agency official shall give written 
notice to the Council on Environmental 
Quality of those actions having poten¬ 
tially significant individual environ¬ 
mental impact as to which no environ¬ 
mental impact statement is filed because 
public health considerations require im¬ 
mediate action. 

§ 25.30 Public u\uilnhililv of environ* 
mental impart Mulctncnl*. 

All draft and final environmental 
impact statements and all environmental 
impact analysis reports shall be available 
for public Inspection through the office of 
the Assistant Commissioner for Public 
Affairs and the Hearing Clerk. 

<b) Draft and final environmental im¬ 
pact statements will be available Immedi¬ 
ately after preparation. An environ¬ 
mental impact analysis report will be 
available at the time a draft environ¬ 


mental impact statement is circulated or. 
if no environmental Impact statement is 
necessary, at the time of publication of 
the Federal Register notice announcing 
the availability of the report. 

PART 70—COLOR ADDITIVES 

Subpart A—General Provision* 

Sec. 

70 3 DeO nit Ion*. 

70.5 General rc* triettoiu on use of color 
additives. 

70.10 Color additives In standardized foods. 

new drugs, and antibiotics. 

70.11 Related substances. 

70.10 Fees for listing. 

Subpart B—Packaging and Labeling 

7020 Packaging requirements for straight 
colors (other tbau hair dyes). 
70.25 Labeling requirements tor color ad¬ 
ditives (other than hair dyes). 

Subpart C—Safety Evaluation 

70.40 Safety factors to be considered. 

70 42 Criteria for evaluating the safety of 
color additives. 

70,45 Allocation of color additives. 

70.50 Application of the cancer clause of 

section 700 of the act, 

70.51 Advlaory committee on the applica¬ 

tion of the cancer clause. 

70.55 Request for scientific studies. 

Authority: The provisions of this Part 70 
issued under secs. 701, 706, 52 8tat. 1065- 
1056 as amended: 74 6tat, 399-407 as 
amended (21 D S C. 371, 370) * unites other¬ 
wise noted. 

Subpart A—General Provisions 
§ 70.3 Definition*. 

<a) "Secretary” means the Secretary 
of Health, Education, and Welfare. 

(b) "Department" means the Depart¬ 
ment of Health. Education, and Welfare. 

<c> "Commissioner" means the Com¬ 
missioner of Food and Drugs. 

<d) "Act" means the Federal Food, 
Drug, and Cosmetic Act as amended. 

<e> "Color Certification Branch" 
means the unit established within tlie 
Food and Drug Administration located 
In the Bureau of Foods, charged with 
the responsibility for the mechanics of 
the certification procedure hereinafter 
described, and including the examina¬ 
tion of samples of color additives sub¬ 
ject to certification. 

(f) A "color additive" is any material, 
not exempted under section 201 (t) of the 
act, that is a dye, pigment, or other sub¬ 
stance made by a process of synthesis or 
similar artifice, or extracted, isolated, or 
otherwise derived, with or without inter¬ 
mediate or final change of identity, from 
a vegetable, animal, mineral, or other 
source and that, when added or applied 
to a food, drug, or cosmetic or to the 
human body or any part thereof, is capa¬ 
ble (alone or through reaction with an¬ 
other substance) of Imparting a color 
thereto. Substances capable of imparting 
a color to a container for foods, drugs, or 
cosmetics are not color additives unless 
the customary or reasonably foreseeable 
handling or use of the container may 
reasonably be expected to result In the 
transmittal of the color to the contents 
of the package or any part thereof. Food 
Ingredients such as cherries, green or red 
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peppers, chocolate, and orange Juice 
which contribute their own natural color 
when mixed with other foods are not 
regarded a & “color additives"; but where 
a food substance such ns beet juice is 
deliberately used as a color, as in pink 
lemonade, it is a “color additive.** Food 
ingredients as authorised by a definition 
and standard of identity prescribed by 
regulations pursuant to section 401 of the 
act are “color additives." where the in¬ 
gredients are specifically designated in 
the definitions and standards of identity 
as permitted for use for coloring pur¬ 
poses. An ingredient of an animal feed 
whose intended function is to impart, 
through the biological processes of the 
animal, a color to the meat. milk, or eggs 
of the animal is a color additive and is 
not exempt from the requirements of the 
statute. Tills definition shall apply 
whether or not such ingredient has nu¬ 
tritive or other functions in addition to 
tiie property of imparting color. An in¬ 
gested drug the intended function of 
which is to import color to the human 
body is a "color additive." For the pur¬ 
poses of this part, the term "color" in¬ 
cludes black, white, and intermediate 
grays, but substances Including migrants 
from packaging materials which do not 
contribute any color apparent to the 
naked eye are not "color additives." 

<g» For a material otherwise meeting 
the definition of "color additive" to be 
exempt from section 706 of the act, on 
the basis that it is used (or intended to be 
used) solely for a purpose or purposes 
other than coloring, the material must be 
used In a way that any color imparted is 
dearly unimportant Insofar as the ap¬ 
pearance. value, marketability, or con¬ 
sumer acceptability is concerned. (It is 
not enough to warrant exemption if con¬ 
ditions are such that the primary pur¬ 
pose of the material is other than to im¬ 
part color.) 

ih> The exemption that applies to a 
pesticide chemical, soil or plant nutrient, 
or other agricultural chemical, where its 
coloring effect results solely from its 
aiding, retarding, or otherwise affecting 
directly or indirectly, the growth or 
other natural physiological processes of 
produce of the soil, applies only to color 
developed in such product through natu¬ 
ral physiological processes such as en¬ 
zymatic action. If the pesticide chemi¬ 
cal. soil or plant nutrient, or other agri¬ 
cultural chemical Itself acts as a color 
or carries as an ingredient a color, and 
because of this property colors the pro¬ 
duce ol the soil, it is a "color additive'* 
and Is not exempt. 

(1) "Safe" means that there is con¬ 
vincing evidence that establishes with 
reasonable certainty that no harm will 
result from the intended use of the color 
additive. 

<J) The term "straight color" means 
a color additive listed in Parts 71 and 
81 of this chapter, and includes takes* 
and such substances as are permitted by 
the specifications for such color. 

<k) The term "mixture*' means a color 
ndditive made by mixing two or more 
straight colors, or one or more straight 
colors and one or more diluents. 
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<i> The term "lake" means a straight 
color extended on a substratum by ad¬ 
sorption. coprecipitation, or chemical 
combination that does not include any 
combination of Ingredient 4 * made by sim¬ 
ple mixing process 

<m) The term "diluent** means any 
component of a color additive mixture 
that is not of itself a color additive and 
has been intentionally mixed therein to 
facilitate the use of the mixture in color¬ 
ing foods, drugs, or cosmetics or in color¬ 
ing the human body. The diluent may 
serve another functional purpose in the 
foods, drugs, or cosmetics, as for example 
sweetening, flavoring, emulsifying, or 
stabilizing. 6r may be a functional com¬ 
ponent of an article Intended for color¬ 
ing the human body. 

<n) The term "substrntum" means 
the substance on which the pure color 
in a lake is extended. 

(o) The term "pure color" means the 
color contained in a color additive, ex¬ 
clusive of any intermediate or other 
component, or of any diluent or sub¬ 
stratum contained therein. 

(p) The term "batch*' means a homo¬ 
geneous lot of color additive or color 
additive mixture produced by an Identi¬ 
fied production operation, which is set 
apart and held as a unit for the pur¬ 
pose of obtaining certification of such 
quantity. > 

<q> The term "batch number" means 
the number assigned to a batch by the 
person who requests certification thereof. 

(r) The term **lot number*' means an 
identifying number or symbol assigned 
to a batch by the Pood and Drug Ad¬ 
ministration. 

(s) The term "area of the eye" means 
the area enclosed within the circumfer¬ 
ence of the supra-orbital ridge and the 
infra-orbital ridge, including the eye¬ 
brow. the skin below* the eyebrow, the 
eyelids and the eyelashes, and conjunc¬ 
tival sac of the eye. the eyeball, and the 
soft areolar tissue that lies within the 
perimeter of the infra-orbital ridge. 

(t> The term "package" means the 
immediate container in which a color 
additive or color additive mixture has 
been packed for shipment or delivery. 
If the package Is then packed in a ship¬ 
ping carton or other protective contain¬ 
er, such container shall not be consid¬ 
ered to be the immediate container. In 
the case of color additive mixtures for 
household use containing less than 15 
percent pure color, when two or more 
containers of 3 ounces each or leas, each 
containing a different color, are distrib¬ 
uted as a unit, the immediate container 
for such unit shall be considered to be 
the package as defined in tills section. 

(u) The "hair dye" exemption in sec¬ 
tion 601(a) of the act applies to coal tar 
hair dyes intended for use in altering 
the color of the hair and which are. or 
which bear or contain, color additives 
derived from coal tar with the sensitiza¬ 
tion potential of causing skin irritation 
in certain individuals and possible blind¬ 
ness when used for dyeing the eyelashes 
or eyebrows. The exemption is permitted 
with the condition that the label of any 
such article bear conspicuously the stat- 
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utory caution and adequate directions 
for preliminary patch-testing. The ex¬ 
emption does not apply to coloring in¬ 
gredients in hair dyes not derived from 
coal tar, and it does not extend to poi¬ 
sonous or deleterious diluents that may 
bo Introduced as wetting agents, hair 
conditioners, emulsifiers, or other com¬ 
ponents In a color shampoo, rinse, tint, 
or similar dual-purpo«e cosmetic that 
alter the color of the hair. 

<v> The terms "externally applied 
drugs'* and "externally applied cosmet¬ 
ics" mean drugs or cosmetics applied 
only to external parts of the body and 
not to the lips or any body surface cov¬ 
ered by mucous membrane. 

§ 70.S Cmrrtil rcttrlrtioit* on uh* of 
color uiltlitivr*. 

(a) Color additives for use in the area 
of the cue. No listlu* or certification of 
a color additive shall be considered to 
authorize the use of any such color addi¬ 
tive in any article intended for use in 
the area of the eye unless such listing or 
certification of such color additive spe¬ 
cifically provides for such use. Any 
color additive used in or on any article 
Intended for use in the area of the eye, 
the listing or certification of which color 
additive docs not provide for such use. 
shall be considered to be a color additive 
not listed under Parts 73 and 74 of this 
chapter, even though such color additive 
Is certified and/or listed for other uses. 

<b> Color additives for use in injec¬ 
tions. No listing or certification of a 
color additive shall be considered to au¬ 
thorize the use of any such color additive 
in any article intended for use In injec¬ 
tions unless such listing or certification 
of such color additive specifically pro¬ 
vides for such use. Any color additive 
used in or on any article intended for use 
in injections, the listing or certification 
of which color additive does not provide 
for such use. shall be considered to be a 
color additive not listed under Parts 73 
and 74 of this chapter, even though such 
color additive Is certified and/or listed 
for other uses. 

(c) Color additives for use in surgical 
sutures. No listing or certification of a 
color additive shall be considered to au¬ 
thorize the use of any such color additive 
in any article intended for use as a 
surgical suture unless such listing or cer¬ 
tification of such color additive specifi¬ 
cally provides for such use. Any color 
additive used in or on any article In¬ 
tended for use as a surgical suture, the 
listing or certification of which color 
additive does not provide for such use. 
shall be considered to be a color additive 
not listed under Parts 73 and 74 of this 
chapter, even though such color additive 
is certified and or listed for other uses. 

§ 70.10 Color ndditivr* in *1amiardir.r<t 
food*, new drug*, and milUiiulir*. 

<a> Standardized foods . 41) Where a 
petition is received for issuance or 
amendment of a regulation establishing 
a definition and standard of identity for 
a food under section 401 of the act, which 
proposes the inclusion of a color additive 
in the standardized food, the provisions 
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of the regulations in this part shall apply 
with respect to the information that 
must be submitted with respect to the 
safety of the color additive <if such in¬ 
formation has not previously been sub¬ 
mitted and safety of the color additive 
for the intended use has not been already 
established). and the petition must show 
also that the use of the color additive in 
the standardized food would be in con¬ 
formance with section 401 of the act or 
with the terms of a temporary permit 
issued under i 130.17 of this chapter. 

<2> If a petition for a definition and 
standard of identity contains a proposal 
for a color additive regulation, and the 
petitioner fails to designate it as such, 
the Commissioner, upon determining 
that the petition Includes a proposal for 
a color additive regulation, shall so no¬ 
tify the petitioner and shall thereafter 
proceed in accordance with the regula¬ 
tions in tills part. 

(3) A regulation will not be issued 
allowing the use of a color additive in 
a food for which a definition and stand¬ 
ard of Identity is established, unless its 
issuance is in conformance with section 
401 of the act or with the terms of a 
temporary permit issued under 4 130.17 
of this chapter. When the contemplated 
use of such additive complies with the 
terms of a temporary* permit, the color 
additive regulation will be conditioned 
on such compliance and will expire with 
the expiration of the temporary permit. 

<b> New drugs and antibiotics. <1) 
Where an application for a new drug or 
for certification of an antibiotic drug is 
received and this application proposes, 
for coloring purposes only, the inclusion 
of a color additive, the provisions of the 
regulations in this part shall apply with 
respect to the information that must be 
submitted about the safety of the color 
additive, if such information has not 
previously been submitted and safety of 
the color additive for the intended use 
has not already been established. 

(2> If an application for a new drug 
or certification of an antibiotic drug in- 
ferentlally contains a proposal for a 
color additive regulation, and the appli¬ 
cant fails to designate it as such, the 
Commissioner, upon determining that 
the application includes a proposal for 
a color additive regulation, shall so noti¬ 
fy the applicant and shall thereafter 
proceed in accordance with the regula¬ 
tions in this part. 

(3) Where a petition for a color addi¬ 
tive must be filed in accordance with 
paragraph (b)(2) of this section, the 
date of filing of the color additive peti¬ 
tion shall be considered as the date of 
filing of the new-drug application or the 
request for certification of the antibiotic 
drug. 

§ 70.11 lt<inl«*<l 

<a> Different color additives may 
cause similar or related pharmacological 
or biological effects, and, in the absence 
of evidence to the contrary, those that 
do so will be considered to have addi¬ 
tive toxic effects. 

<b> Food additives may also cause 
pharmacological or biological effects 
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similar or related to such effects caused 
by color additives, and, in the absence of 
evidence to the contrary, those that do 
so will be considered as having additive 
toxic effects. 

<c > Pesticide chemicals may also cause 
pharmacological or biological effects 
similar or related to such effects caused 
by color additives, and, in the absence of 
evidence to the contrary, those that do 
so will be considered to have additive 
toxic effects. 

<d) In establishing tolerances for 
color additives, the Commissioner will 
take into consideration, among other 
things, the amount of any common 
component permitted In other color 
additives. In food additives, and in 
pesticide chemical residues as well as the 
similar biological activity (such as 
cholinesterase inhibition) produced by 
such substance. 

§ 70.19 Fee* for lUting. 

<a> Each petition for the listing of a 
color additive shall be accompanied by 
a deposit of $3,000.00 If the proposal is 
for listing the color additive for use gen¬ 
erally in or on foods, in or on drugs, and 
hi or on cosmetics. 

(b> If the petition for the listing is 
for use in or on foods only, the deposit 
shall be $3,000.00. 

(e) If the petition for the listing is 
for use in or on drugs and/or cosmetics 
only, the deposit shall be $2,000.00. 

<d) The provisions of paragraphs (a) # 
<b). and <c> of this section shall be ap¬ 
plicable. whether or not the proposal 
contemplates any tolerances, limitations, 
or other restrictions placed upon the use 
of the color additive. 

(e) If a petition proposing the issu¬ 
ance of a regulation is withdrawn before 
it is finally accepted for filing, the de¬ 
posit. less a $600.00 fee for clerical han¬ 
dling and administrative and technical 
review, shall be returned to the peti¬ 
tioner. 

(f) If a petition proposing the Issu¬ 
ance of a regulation is withdrawn within 
30 days after filing, the deposit, less 
$1,800.00 if the petition is covered by 
paragraph (a) or (b) of this section, and 
less $1,600.00, if the petition is covered 
by paragraph <c) of tills section, shall be 
ret\irned to the petitioner. 

(g) When a petition is withdrawn 
after filing and resubmitted within 6 
months, it shall be accompanied by a 
deposit of $1,800.00 for a petition filed 
under paragraph (a) or ib) of this sec¬ 
tion. and $1,600.00 for a petition filed 
under paragraph <c) of this section. If a 
petition is resubmitted after 6 months, it 
shall be accompanied by the deposit that 
would be required if it were being sub¬ 
mitted for the first time. 

<h> When the resubmission pertains 
to a petition that had been withdrawn 
before acceptance for filing, a new ad¬ 
vance deposit shall be made in full as 
prescribed in paragraph (a), <b). or (c) 
of this section. 

<i) After a color additive has been 
listed, any request for an amendment or 
additional tolerance shall be accom¬ 
panied by a deposit of $1,800.00 for use 


in the items specified in paragraphs <a) 
and (b> of this section, or $1,600.00 for 
use in items specified in paragraph to 
of this section. 

(J) The fee for services in listing a 
diluent under l 80.35 for use in color ad¬ 
ditive mixtures shall be $250.00. 

(k) Objections and request for public 
hearing under section 706(d> of the act 
or section 203(d)(2)(C) of Public Law* 
86-618 <74 Stat. 404; 21 U.S.C. 376. note* 
shall be accompanied by a filing fee of 
$250.00. 

(D In the event of a referral of a pe¬ 
tition under this section to an advisory 
committee, all costs related thereto (in¬ 
cluding personal compensation of com¬ 
mittee members, travel materials, and 
other costs) shall be borne by the person 
or organization requesting the referral, 
such costs to be assessed on the basis of 
actual cost to the Government: Provided. 
That the compensation of such costs 
shall include personal compensation of 
advisory committee members at a rate 
not to exceed $75.00 per member per day. 

(m) In the case of requests of referrals 
to advisory committees, a special advance 
deposit shall be made in the amount of 
$2,500.00. Where required, further ad¬ 
vance in increments of $2,500.00 each 
shall be made upon request of the Com¬ 
missioner of Food and Drugs. All de¬ 
posits for referrals to advisory commit¬ 
tees in excess of actual expenses shall be 
refunded to the depositor. 

(n) All requests for pharmacological 
or other scientific studies shall be accom¬ 
panied by an advance deposit of $5,000.00. 
Further advance deposits shall be made 
upon request of the Commissioner of 
Food and Drugs when necessary to pre¬ 
vent arrears in such cost. Any deposits 
in excess of actual expenses will be re¬ 
funded to the depositor. If a request is 
denied the advance deposit will be re¬ 
funded less such costs as are incurred for 
review* of the request. 

(o) The person who files a petition for 
Judicial review of an order under section 
706(d) of the act shall pay the costs of 
preparing a transcript of the record on 
which the order is based. 

(p) All deposits and fees required by 
the regulations in . this section shall be 
paid by money order, bank draft or certi¬ 
fied check drawn to the order of the Food 
and Drug Administration, collectable at 
par at Washington, D.C. All deposits 
and fees shall be forwarded to the Divi¬ 
sion of Food and Color Additives. IIFF- 
330. Bureau of Foods. Food and Drug 
Administration. 200 C St. 8W„ Wash¬ 
ington. D.C. 20204, whereupon after 
making appropriate record thereof they 
will be transmitted to the Treasurer of 
the United States for deposit in the spe¬ 
cial account ‘Salaries and Expenses. 
Certification. Inspection, and Other 
Services, Food and Drug Administra¬ 
tion.’* 

(q) The Commissioner of Food and 
Drugs may waive or refund such fees in 
whole or in part when in his Judgment 
such action will promote the public 
Interest. 

(r) Any person w*ho believes that pay¬ 
ment of these fees will work a hardship 
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on him may petition the Commissioner 
of Food and Drugs to waive or refund the 
fees. 

Subpart B—Packaging and Labeling 

§ 70.20 ParkujEmiK rc«rairrnicnt« for 
•ttrniidit folorn (oilier (linn Imir 
dyes). 

Straight colors shall be packaged In 
containers which prevent changes in 
composition. Packages shall be sealed 
so that they cannot be opened without 
breaking the seal. An unavoidable 
change In moisture content caused by the 
ordinary and customary exposure that 
occurs in good storage, packing, and dis¬ 
tribution practice is not considered a 
change in composition. If the packag¬ 
ing material is a food additive It shall 
be authorized by an appropriate regula¬ 
tion in Parts 170 through 189 of this 
chapter. 

g 70.25 Labeling rrt|iiirrmenl» for color 
additive* (other than hair dye*). 

(a) General labeling requirements . All 
color additives shall be labeled with suf¬ 
ficient Information to assure their safe 
use and to allow n determination of com¬ 
pliance with any limitations imposed by 
this part and Parts 71 and 80 of this 
chapter. In addition to all other Infor¬ 
mation required by the act. labels for 
color additives, except those In a form 
suitable for coloring the human body, 
shall state; 

(1> The name of the straight color or 
the name of each Ingredient comprising 
the color additive, if it Ls a mixture. 

(2) A statement indicating general 
limitations for the use of the color ad¬ 
ditive. such as “for food use only"; “for 
food. drug, and cosmetic use”; “for use in 
drugs for external application only.” 

t3> Where regulations issued impose 
quantitative limitations for a general or 
specific use of a straight color, the 
amount of each such straight color in 
terms of weight per unit/volume or per¬ 
cent by weight. 

(4) An expiration date II stability data 
require It. 

<b) Special labeling for color additives 
with tolerances. Where tolerances are 
imposed for a general or specific use of 
a color additive, the label shall in addi¬ 
tion provide directions for use of the 
color additive which if followed will pre¬ 
clude the food. drug, or cosmetic to 
which It \s added from containing an 
amount of the color additive In excess of 
the tolerance. 

to Special labeling for color additives 
with other limitations . If use of the color 
additive 1s subject to other limitations 
prescribed in thh part, such limitations 
shall be stated on the label of the color 
additive by a plain and conspicuous 
statement. Examples of such limitation 
statements are: “Do not use In products 
used in the area of the eyc“; “Do not use 
for coloring drugs for injection.” 

<d) Special labeling for color additives 
not exempt from certification. Color 
additives not exempt from the certifica¬ 
tion procedures shall in addition include 
in the labeling the lot number assigned 
by the Color Certification Branch, except 
that In the case of any mixture for 
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household use which contains not more 
than IS percent of pure color and which 
Is In packages containing not more than 
3 ounces there appears on the label, a 
code number which the manufacturer 
has Identified with the lot number by 
giving to the Food and Drug Adminis¬ 
tration written notice that such code 
number will be used in lieu of the lot 
number. 

Subpart C—Safety Evaluation 
§ 70. 10 Sjifrlv fnrlor* to b«* ron»ii!rr«nl. 

In accordance with section 706(b)(5) 
(A) (111) of the act. the following safety 
factor will be applied in determining 
whether the proposed use of a color addi¬ 
tive will be safe: Except where evidence 
is submitted which justifies use of a dlf- 
erent solely factor, a safety factor of 
100 to 1 w r ill be used in applying animal 
experimentation data to man; that Is. 
a color additive for use by man will not 
be granted a tolerance that will exceed 
1 /100th of the maximum no-effect level 
for the most susceptible experimental 
animals tested. The various species of 
experimental animals used in the tests 
shall conform to good pharmacological 
practice. 

§ 70.12 Oitrrlii for evaluating* llir *afclj 
of rolor additive*. 

ta) In deckling whether a petition is 
complete and suitable for filing and in 
reaching a decision on any petition filed, 
the Commissioner will apply the “safe- 
for-usc” principle. This will require the 
presentation of all needed scientific data 
in support of a proposed listing to as¬ 
sure that each listed color additive will 
be safe for Its intended use or uses in or 
on food, drugs, or cosmetics. The Com¬ 
missioner may list a color additive for 
use generally In or on food. In or on 
drugs, or in or on cosmetics when he 
finds from the data presented that such 
additive is suitable and may safely be 
employed for such general use; he may 
Ust an additive only for more limited 
use or uses for which It is proven suit¬ 
able and may safely be employed: and 
he is authorized to prescribe broadly the 
conditions under which the additive may 
be safely employed for such use or uses. 
This may allow the use of a particular 
dye. pigment, or other substance with 
certain diluents, but not with others, or 
at a higher concentration with some 
than with others. 

< b) The safety for external color addi¬ 
tives will normally be determined by 
tests for acute oral toxicity, primary ir¬ 
ritation. sensitization, subacute dermal 
toxicity on Intact and abraded skin, and 
carcinogenicity by skin application. The 
Commissioner may waive any of such 
tests if data before him otherwise estab¬ 
lish that such test Ls not required to 
determine safety for the use proposed. 

<c>. Upon written request describing 
the proposed use of a color additive and 
the proposed experiments to determine 
its safety, the Commissioner will advise 
a person who wishes to establish the 
safety of a color additive whether he 
believes the experiments planned will 
yield data adequate for an evaluation of 
the safety of the additive. 
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§ 70.15 Allocation of <"*Ior addithr*. 

Whenever, in the consideration of a 
petition or a proposal to list a color ad¬ 
ditive or to alter an existing listing, the 
data before the Commissioner fall to 
show that It would be safe to list the color 
additive for all the uses proposed or at 
the leveLs proposed, the Commissioner 
will notify the petitioner and other inter¬ 
ested persons by publication in the Fed¬ 
eral Register that It is necessary to al¬ 
locate the safe tolerance for the straight 
color In the color additive among the 
corm>eting needs. This notice shall call 
for the presentation of data by all Inter¬ 
ested persons on which the allocation can 
be made in accordance with section 706 
(b)(8) of the act. The time for acting 
upon the petition shall be stayed until 
such data arc presented, whereupon the 
time limito shall begin to run anew. As 
promptly as possible after presentation 
of the data, the Commissioner will by 
order, announce the allocation and the 
tolerance limitations. 

§ 70.50 Application of tin* cancer clause 
of section 706 of the act. 

(a) Color additives that may be in- 
gested , Whenever (1) the scientific data 
before the Commissioner (either the re¬ 
ports from the scientific literature or the 
results of biological testing) suggest the 
possibility that the color additive in¬ 
cluding its components or impurities has 
Induced cancer when ingested by man 
or animal: or (2) tests which are appro¬ 
priate for the evaluation of the safety of 
additives In food suggest that the color 
additive, including Its components or Im¬ 
purities. Induces cancer In man or ani¬ 
mal, the Commissioner shall determine 
whether, based on the judgment of ap¬ 
propriately qualified scientists, cancer 
has been induced and whether the color 
additive, including Its components or im¬ 
purities. was the causative substance. 
If it is his judgment that the data do not 
establish these facto, the bancor clause 
is not applicable: and if the data con¬ 
sidered as a whole establish that the 
color additive will be safe under the con¬ 
ditions that can be specified in the ap¬ 
plicable regulation, it may be listed for 
such use. But if in the Judgment of the 
Commissioner, based on information 
from qualified scienUsto, cancer has been 
induced, no regulation may Issue which 
permits its use. 

<b> Color additives that will not be 
ingested. Whenever the scientific data 
before the Commissioner suggest the 
possibility that the color additive, in¬ 
cluding its components or Impurities, has 
induced cancer in man or animals by 
routes other than ingestion, the Com¬ 
missioner shall determine whether, based 
on the Judgment of appropriately quali¬ 
fied scientists, the test suggesting the 
possibility of carcinogenesis is appropri¬ 
ate for the evaluation of the color addi¬ 
tive for a use which does not *nvolve 
Ingestion, cancer has been Induced, and 
tho color additive, including its com¬ 
ponents or impurities, was the causative 
suhstance. If it is hte Judgment that the 
data do not establish these facts, the 
cancer clause is not applicable to pre¬ 
clude external drug and cosmetic uses. 
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and If the data as a whole establish that 
the color additive will be safe under con¬ 
ditions that con be specified in the regu¬ 
lations, it may be listed for such use. 
But if. in the judgment of the Commis¬ 
sioner, based on information from quali¬ 
fied scientists, the test is an appropriate 
one for the consideration of safety for 
the proposed external use, and cancer 
has been Induced by the color additive, 
including Us components or impurities, 
no regulation may issue which permits 
Us use in external drugs and cosmetics. 

<c) Color additives for use as an in¬ 
gredient of feed for antmaLi that are 
raised for food production. Color addi¬ 
tives that are an ingredient of the feed 
for animals that are raised for food pro¬ 
duction must satisfy the requirements 
Imposed by subpart E of Part 500 of this 
chapter. 

§ 70.31 Advisory i-onintillrc on tl»c ap¬ 
plicability of the Mtillranrrr rlauM*. 

All requests for and procedures gov¬ 
erning any advisory committee on the 
anticanccr clause shall be subject to the 
provisions of Part 14 of this chapter, ancf 
particularly Subpart O of that part. 

§ 70.53 Request for scientific »tu<Iic*. 

The Commissioner will consider re¬ 
quests by any Interested person who de¬ 
sires the Food and Drug Administration 
to conduct scientific studies to support 
a petition for a regulation for a color 
additive. If favorably acted upon, such 
studies will be limited to pharmacologi¬ 
cal investigations, studies of the chemical 
and physical structure of the color addi¬ 
tive. and methods of analysis of the pure 
color additive (including impurities) and 
its identification and determination in 
foods, drugs, or cosmetics..as the case 
may be. All requests for such studies 
shall be accompanied by the fee pre¬ 
scribed in | 70.19. 

PART 71—COLOR ADDITIVE PETITIONS 

Subpart A—General Provision* 

71.1 Petition*. 

71 2 Notice of tiling of petition. 

71.4 Sample*; additional Information. 

71.6 Extension of time for studying peti¬ 
tions; aubatantlve amendment*; 
withdrawal of petitions without 
prejudice. 

71.15 Confidentiality of data and Informa¬ 
tion In color additive petitions 
71.18 Petition for exemption from certifi¬ 
cation. 

Subpart B—Administrative Action on Petition* 

71.20 Publication of regulations. 

71 22 Deception as a basis for refusing to Is¬ 
sue regulations; deceptive use of a 
color additive for which a regula¬ 
tion has Issued. 

71.25 Condition for certlficatlon. 

71.26 Revocation of exemption from certifi¬ 

cation. 

71.27 listing and exemption from certifica¬ 

tion on the Commissioner's Initia¬ 
tive. 

71.80 Procedure for filing objections to reg¬ 
ulations. 

71.37 Exemption of color additives for In¬ 
vestigational use. 

Atmioarry: 8ecs. 701. 706, 52 Btai. 1056- 
1056 as amended. 74 8tat, 390-407 as 
amended (21 U.8C 371, 376), unless other¬ 
wise noted. 


Subpart A—General Provisions 

g 71.1 Petition*. 

(a) Any interested person may pro¬ 
pose the listing of a color additive for 
use In or on any food, drug, or cosmetic 
or for coloring the human body. 
Such proposal shall be mode in a petition 
in the form prescribed in paragraph (c) 
of this section. The petition shall be 
submitted in triplicate. If any part of 
the material submitted Is in a foreign 
language, it shall be accompanied by an 
accurate and complete English transla¬ 
tion. The petitioner shall state the post- 
office address In t£c United States to 
which published notices or orders Issued 
or objections filed pursuant to section 
706 of the act may be sent. 

<b) Pertinent Information may be in¬ 
corporated in, and will be considered as 
part of. a petition on the basis of specific 
reference to such information submitted 
to and retained In the files of the Food 
and Drug Administration. However, any 
reference to unpublished Information 
furnished by a person other than the ap¬ 
plicant will not be considered unless 
use of such information is authorized 
in a written statement signed by the per¬ 
son who submitted the information. 
Any reference to published information 
offered In support of a color additive 
petition should be accompanied by re¬ 
prints or phoiostatlc copies of such 
references. 

(c> Petitions shall include the follow¬ 
ing data and be submitted in the fol¬ 
lowing form: 

ID* te) 

Name of petitioner--- 

Post-offlcc addras---— 

Nome of color additive and proposed use- 

Divinton of Rood and Color Additive*. 
IlFP-330. Bureau of Foods. 

Food and Drug Administration. 

200 C 8t. 8W., 

Washington. D.C. 20204 

Dear Sir: 

Petitioner submit* this pursuant u> sec¬ 
tion 706(b) <I) of the Federal Food. Drug, 
and Cosmetic Act requesting listing by the 

Commissioner of the color additive- 

aa suitable and safe for use In or on-— 

subject to the conditions that--- 

[Petitioner may propose a listing for gen¬ 
eral use In food, drugs, or cosmetics or. if 
such general listing la not believed suitable 
and safe, the petitioner shall describe the 
conditions under which be believes the ad- 
dlUve can be safely used and for which it 
will be suitable. These conditions may in¬ 
clude tolerance limitations, specifications as 
to the manner In which the additive may be 
added or used, and directions and other 
labeling or packaging safeguards that rhould 
be applied. The level of use proposed should 
not be higher than reasonably required to 
accomplish the Intended color effect. | 

Attached hereto In triplicate and con¬ 
stituting a part of this petition are the 
following: 

A. The name and all pertinent informa¬ 
tion concerning the color addtUve. including 
chemical Identity and composition of the 
color additive, its physical, chemical, and 
biological properties, and specifications pre¬ 
scribing its component(s) and Identifying 
and limiting the reaction byproduct* and 
other Impurities. 

The petition shall contain a description 
of the chemical and physical testa relied 


upon to Identify the color additive and shall 
contain a full description of the methods 
used In, and the facilities and controls used 
for. the production of the color additive. 
These shall establish that It Is a substance 
of reproducible composition. Alternative 
methods and controls and variations In 
methods and controls, within reasonable lim¬ 
its, that do not affect the characteristics of 
the substance or the reliability of the con¬ 
trols may be specified. 

The petition shall supply a list of all sub¬ 
stances used In the synthesis, extraction, or 
other method of preparation of any straight 
color, regardless of whether they undergo 
chemical change In tho process Each sub¬ 
stance should be Identified by Its common or 
usual name and Its complete chemical name, 
using structural formulas when nec easa ry 
for specific identification. If any proprie¬ 
tary preparation is used as a component, 
the proprietary name should be followed by 
a complete quantitive statement of composi¬ 
tion Reasonable alternative* for any listed 
substance may be specified 

If the petitioner does not himself perform 
all the manufacturing, processing, and 
packing operations for a color additive, the 
petitioner shall identify each person who 
will perform a part of such operation* and 
designate the part. 

The petition ah til Include stability data, 
and. if tho data indicate that It Is needed 
to Insure the identity, strength, quality, or 
purity of the color additive, the expiration 
period that will be employed as well a* any 
packaging and labeling precaution* needed 
to preserve stability. 

B. The amount of the color additive pro¬ 
posed for use and the color effect intended 
to be achieved, together with all directions, 
recommendations, and suggest Ions regarding 
the proposed use, a* well a* spoctmens of 
the labeling proposed for the color additive. 
If the color effect result* or may reasonably 
be expected to result from use of the color 
additive in packaging material, the peti¬ 
tioner shall show how this may occur and 
what residues may reasonably be anticipated. 

Typewritten or other draft-labeling copy 
will be accepted for consideration of the 
petition provided final printed labeling 
Identical In content to the draft copy la 
submitted as soon as available, and prior to 
the marketing of the color additive. The 
printed labeling shall conform In prominence 
and consplcuousnes* with the requirement* 
of the act. 

If the color additive Is one for which a 
tolerance limitation Is required to assure it* 
safety, the level of use proposed should be 
no higher than the amount reasonably re¬ 
quired to accomplish the Intended physical 
or other technical effect, even though the 
safety data may support a higher tolerance. 
If the safety data will not support the use 
of the amount of the color additive reason¬ 
ably needed to accomplish the desired color 
effect, the requested tolerance will not be 
established. Petitioners are expected to pro¬ 
pose the use of color additives in accordance 
with sound color chemistry. 

C-l. A description of practicable methods 
to determine the puro color and all inter¬ 
mediate®, subsidiary colors, and other com¬ 
ponents of the color additive. 

2. A description of practicable methods to 
determine the amount of the color additive 
In any raw, processed, and/or finished food, 
drug, or caametlc In which use of the color 
additive U proposed. (The test* proposed 
shall be those that can be used for food, 
drug, or cosmetic control purposes and can 
be applied with consistent results by any 
properly equipped laboratory and trained 
personnel.) 
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3 A description of methods for identifica¬ 
tion and determination of any substance 
formed In or on such food. drug, or coametlc 
because of the use of the color additive. 

(If it is the petitioner's view that any such 
method would not be needed, under the 
terms of section 706(b) (6) (A) (lv>. a state¬ 
ment shall be submitted in lieu of methods 
as to the basis for such view.) 

D. Full reports of investigation made with 
respect to the safety of the color additive 

(A petition will be regarded as Incomplete 
unless it includes full report* of adequate 
testa reasonably applicable to show whether 
or not the color additive will be safe for Its 
intended use. The reports ordinarily should 
include detailed data derived from appro¬ 
priate animal and other biological experi¬ 
ments in which the methods used and the 
results obtained are clearly set forth. The 
petition shall not omit without explanation 
any data that would Influence the evalua¬ 
tion of the safety of the oolor additive) 

E. Complete data which will allow the 
Commissioner to consider, among other 
things, the probable consumption of. and/or 
other relevant exposure from the additive 
and of any substance formed In or on food, 
drugs, or cosmetics because of such additive; 
and the cumulative effect, if any, of such 
additive In the diet of man or animals, tak¬ 
ing into aooount the same or any chemically 
or pharmacologically related substance or 
substances in the diet including, but not 
limited to food additives and pesticide chem¬ 
icals for which tolerances or exemptions 
from tolerances have been established 

F. Proposed tolerances and other limita¬ 
tions on the use of the color additive. If 
tolerances and limitations are required in 
order to insure it* safety. A petitioner may 
include a proposed rrgulaliou. 

O. If exemption from batch certification 
is requested, the reasons why it is believed 
such certification is not necessary (including 
supporting data to establish the safety of 
the intended use), 

H If submitting a petition to alter an 
existing regulation issued pursuant to flec¬ 
tion 700 1 b i or the act. full Information on 
each proposed change that la to be made In 
the original regulation must be submitted. 
The petition may omit statements made In 
the original petition concerning which no 
change Is proposed A supplemental petition 
must be submitted for any change beyond 
the variations provided far in the origtnal 
petition and the regulation Issued on the 
basis of the original petition. 

I. The prescribed fee of ♦ ...... for admit¬ 
ting the color additive to llsttng is enclosed 
(unless there Is an advance deposit ade¬ 
quate tooover the fee). 

Yours very truly, 

(Petitioner) 

By. 

(Indicate authority) 

J. The petitioner Is required to submit an 
tnvtronmental Impact analysis report analyz¬ 
ing the manufacturing process and the ulti¬ 
mate use or consumption of the color addi¬ 
tive pursuant to | 26.1 of thla chapter. 

<d» The petitioner will be notified of 
the date on which his petition is filed; 
and an incomplete petition, or one that 
hAs not been submitted in triplicate, will 
be retained but not filed. A petition shall 
be retained but shall not be filed if any 
of the data listed in the above form are 
lacking or are not set forth so as to be 
readily understood or if the prescribed 
fee has not been submitted. The peti¬ 
tioner will be notified in what respects 
his petition Is incomplete. 
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<cj The petition must be signed by 
the petitioner or by his attorney or 
authorized agent, who Is a resident of the 
United States. 

<f> The data specified under the sev¬ 
eral lettered headings should be sub¬ 
mitted on separate sheets or sets of 
sheets, suitably identified If such data 
have already been submitted with an 
earlier application, the present petition 
may incorporate it by specific reference 
to the earlier petition. 

§ 71.2 Nolice of filing of petition* 

(a) Except where the petition involves 
a new drug, the Commissioner, within 15 
days after receipt, will notify the peti¬ 
tioner of acceptance or nonacceptAnce of 
a petition, and If not accepted the 
reasons therefor. If accepted, the date 
of the notification letter sent to peti¬ 
tioner becomes the date of filing for the 
purposes of section 706(d) (1) of the act 
If the petitioner desires, he may supple¬ 
ment a deficient petition after being 
notified regarding deficiencies. If the 
supplementary material or explanation 
of the petition is deemed acceptable, 
petitioner shall be notified. The date of 
such notification becomes the date of 
filing. If the petiUoner does not wish to 
supplement or explain the petition and 
requests In WTiting that it be filed os 
submitted, the petition shall be filed and 
the petitioner so notified. The date of 
such notification becomes the date of 
filing. Where the petition Involves a 
new drug or certifiable antibiotic, notifi¬ 
cation to the petitioner will be made in 
accordance with 5 70.10(b)(3) of this 
chapter. 

( b) The Commissioner will cause to be 
published in the Federal Register with¬ 
in 30 dnys from the date of filing of 
such petition a notice of the filing, the 
name of the petiUoner. and a brief de¬ 
scription of the proposal In general 
terms. A copy of the notice will be mailed 
to the petitioner when the original doc¬ 
ument is signed. 

8 71.1 Samples; additional information. 

The Commissioner may request sam¬ 
ples of the color additive, articles used 
ns components thereof, or of the food, 
drug, or cosmetic in which the color 
additive is proposed to be used, or which 
comprises the color additive, and any 
additional information needed to clarify 
a submitted method or other aspect of 
a petition at any time while a petition 
In under consideration. The Commis¬ 
sioner shall specify in the request for 
a sample of the color additive, or ar¬ 
ticles used as components thereof, or of 
the food, drug, or cosmetic in which 
the color addiUve is proposed to be used, 
or which comprises the color addiUve, a 
quanUty deemed adequate to permit tests 
of analytical methods to determine 
quantities of Uie color addiUve present 
in products for which it is Intended to be 
used or adequate for any study or in¬ 
vestigation reasonably required with re¬ 
spect to the safety of the color additive 
or the physical or technical effect it pro¬ 
duces. The date used for computing Uie 
90-day limit for the purposes of secUon 
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706<d> (1 1 of the act shall be moved for* 
ward l day for each day. after mailing 
date of the request, taken by the peU- 
Uoner to submit the information and/or 
sample. If the informnUon or sample 
is requested a reasonable time in ad¬ 
vance of the 180 days, but is not submit¬ 
ted within such 180 days after filing of 
the petition, the petition will be consid¬ 
ered withdrawn without prejudice. 

§ 71.6 I'Xtrillion of tinu* (or *1 inlying 
petition*; »ub">l«n!«%c aiiirnclmcnty; 
toitlolniuul of petition* viilliout prej- 
udicr. 

«a> Extension of time por studying 
petitions. IX the Commissioner deter¬ 
mines that additional time is needed to 
study and Investigate the petition, he 
shall by wTttten noUce to the petitioner 
extend the 90-day period for not more 
than 180 days after the filing of Uie 
petition. 

<b) Substantive amendments. After 
a petition has been filed, the petitioner 
may submit addiUonal Information or 
data In support thereof. In such cases, 
if the Commissioner determines that Uie 
addiUonal Information or data amounts 
to a substanUve amendment, the peti¬ 
tion as amended will be given a new’ fil¬ 
ing date, and the time limitation will 
begin to run anew. 

ic) Withdrawal of petitions without 
prejudice . (1) In some cases the Com¬ 
missioner may notify the petitioner that 
the petition, while technically complete, 
is Inadequate to JusUfy the establish¬ 
ment of a regulation or the regulation 
requested by petitioner. This may be due 
to the fact that the data ore not suffi¬ 
ciently clear or complete. In such cases, 
the petiUoner may withdraw the petiUon 
pending its clarification or the obtaining 
of additional data. This withdrawal will 
be without prejudice to a future filing. 
Upon refiling, the time limitation will 
begin to run anew’ from the date of 
refiling. 

(2) At any time before the order pro¬ 
vided for in i 71.20 has been forwarded 
to the Federal Register for publication 
the petiUoner may withdraw the peti¬ 
tion without prejudice to a future filing. 
Upon refiling, the time llmltaUon will 
begin to run anew. 

8 71.15 i 'onfulrniiulit* of data and in¬ 
formation in color addilixr petition*. 

»a) The following data and informa- 
Uon in a color additive peUtion are avail¬ 
able for public disclosure, unless extraor¬ 
dinary circumstances are shown, after 
the notice of filing of the petition is 
published in the Federal Register or. If 
the petition is not prompUy filed because 
of deficiencies in it. after the petitioner 
is informed that it will not be filed be¬ 
cause of the deficiencies involved: 

(1) All safety and functionality data 
and information submitted wiUi or in¬ 
corporated by reference in the petition. 

<2> A protocol for a test or study, un¬ 
less it is shown to fall within the exemp¬ 
tion established for trade secrets and 
confidential commercial information in 
5 20.61 of this chapter. 

(3) Adverse reaction reports, product 
experience reports, consumer complaints. 
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and other similar data and information, 
after deletion of: 

(1) Names and any information that 
would identify the person using the 
product. 

<li> Names and any information that 
would identify any third party involved 
with the report, such as a physician or 
hospital or other institution. 

(4) A list of all ingredients contained 
in a color additive, whether or not it is 
in descending order of predominance. A 
particular ingredient or group of ingre¬ 
dients shall be deleted from any such 
list prior to public disclosure if it is 
shown to fall within the exemption es¬ 
tablished in I 20.61 of this chapter, and 
a notation shall be made that any such 
ingredient list is Incomplete. 

<5> An assay method or other analyti¬ 
cal method, unless it serves no regulatory 
or compliance purpose and is shown to 
fall wiQiln the exemption established In 
I 20.61 of this chapter. 

(6) All records showing the Food and 
Drug Administration's testing of or ac¬ 
tion on a particular lot of a certifiable 
color additive. 

<b> The following data and informa¬ 
tion in a color Additive petition are not 
available for public disclosure unless they 
have been previously disclosed to the 
public as defined in f 20.81 of this chapter 
or they relate to a product or ingredient 
that has been abandoned and they no 
longer represent a trade secret or con¬ 
fidential commercial or financial In¬ 
formation as defined in § 20.61 of this 
chapter: 

(1) Manufacturing methods or proc¬ 
esses, including quality control proce¬ 
dures. 

(2) Production, sales, distribution, and 
similar data and Information, except 
that any compilation of such data and 
information aggregated and prepared in 
a way that docs not reveal data or in¬ 
formation which is not available for pub¬ 
lic disclosure under this provision is 
available for public disclosure. 

(3) Quantitative or semiquantitatlve 
formulas. 

<c) All correspondence and written 
summaries of oral discussions relating to 
a color additive petition are available for 
public disclosure in accordance with the 
provisions of Part 20 of this chapter 
when the color additive regulation is 
published in the Federal Register. 

<d> For purposes of this regulation, 
safety and functionality data include all 
studies and tests of a color additive on 
animals and humans and all studies and 
tests on a color additive for identity, 
stability, purity, potency, performance, 
and usefulness. 

( 71.18 Petition for exemption from 
errt ill ration. 

A manufacturer, packer, or distributor 
of a color additive or color additive mix¬ 
ture may petition for an exemption from 
certification pursuant to Part 10 of this 
chapter. Any such petition shall show 
why such certification is not necessary 
lor the protection of public health. 
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Subpart 8—Administrative Action on 
Petition 

§ 71.20 Publication of regulation. 

The Commissioner will forward for 
publication in the Federal Register, 
within 90 days after filing of the petition 
(or within 280 days if the time is ex¬ 
tended as provided for in section 706 
(d)(1) of theactrd 

(a) A regulation listing in Part 73 or 
74 of this chapter the color additive on 
the appropriate ILst or lists as provided 
under section 706(b) (1). 

(1) Such a regulation may list the 
color additive for use generally In or on 
foods, drugs, or cosmetics or for use In 
coloring the human body, as the case 
may be, or mny prescribe the conditions 
under which the color additive may be 
safely used (including, but not limited 
to. specifications as to the particular 
food, drug, or cosmetic or classes of food, 
drugs, or cosmetics in or on which such 
color additive may be used, or for the 
material intended for coloring the human 
body: the maximum quantity of any 
straight color or diluent that may be used 
or permitted to remain In or on such 
food, drug, or cosmetic or article intended 
for coloring the human body: the man¬ 
ner in which such color additive may be 
added to or used in or on such food, 
drug, or cosmetic or for coloring the 
human body : and any directions or other 
labeling or packing requirements for 
such color additives deemed necessary 
to assure the safety of such use). 

(2) Such regulations shall list the 
color additive only for the use or uses 
for which it has been found suitable and 
for which it may safely be employed. 
Alternatively, the Commissioner shall by 
order deny the petition, and notify the 
petitioner of such order and the reasons 
therefor. 

(b) Whenever the Commissioner finds 
that batch certification is not necessary 
for the protection of the public health 
he will, by order, exempt the color addi¬ 
tive from the certification procedure. In 
determining whether certification of a 
color additive is necessary, the Commis¬ 
sioner will consider the composition of 
the additive, its manufacturing process, 
possible impurities, its toxic potential, 
control and analytical procedures neces¬ 
sary to assure compliance with the listing 
specifications, and the variability of its 
composition. 

§ 71.22 Deception a* a ba«i» for refusing 
to l*4ur regulations; deceptive use of 
a color additive for which a regula¬ 
tion has issued. 

The Commissioner shall refuse £o issue 
a regulation listing a color additive, if in 
his judgment the data before him show 
that such proposed use would promote 
deception of the consumer or would re¬ 
sult in misbranding or adulteration with¬ 
in the meaning of the act. Such a find¬ 
ing shall be by order published in the 
Federal Register subject to the filing of 
objections and a request for a hearing by 
adversely affected parties. The issuance 
of a regulation for a color additive au¬ 


thorizing its use generally in or on a food, 
drug, or cosmetic shall not be construed 
as authorization to use the color additive 
in a manner that may promote deception 
or conceal damage or inferiority. The 
use of a color additive to promote de¬ 
ception or conceal damage or Inferiority 
shall be considered as the use of a color 
additive for which no regulation has is¬ 
sued pursuant to section 706(b) of the 
act. even though the regulation is effec¬ 
tive for other uses. 

g 71.25 Condition for certification. 

(a) When the Commissioner cannot 
conclude from the information before 
him that there L* a basis for exempting 
a color additive from the requirement of 
batch certification, he will so order by 
appropriate listing in Part 74 of this 
chapter. The Commissioner's order shall 
state in detail the specifications that 
shall be met by the color additive. 

<b) Each order shall state a period of 
time after which use of a color additive 
subject to batch certification but not 
from a batch certified by procedure pre¬ 
scribed in this section would result in 
adulteration of the product in which it 
Is used. 

§71.26 Revocation of exemption fro.n 
ecrtifhalion. 

IX information becomes available to 
the Commissioner that a color additive 
that has been granted exemption from 
certification should not. for the protec¬ 
tion of the public health, be so exempted, 
such exemption will be canceled by a 
notice published in the Federal Register. 

§ 71.27 listing and exemption from cer¬ 
tification on (lie Comnii»Monrr% 
initiative. 

Where a petition for a regulation to 
list a color additive has not been re¬ 
ceived and the Commissioner has avail¬ 
able facts which demonstrate that a 
color additive should be listed and/or 
that certification procedure is not neces¬ 
sary in order to protect the public health, 
he mny list such color additive by appro¬ 
priate regulation and listing In Part 73 
or 74 of this chapter. 

§ 71.30 Procedure for filing objection* 
to regulation*. 

(a) Objections and hearings relating 
to color additive regulations under sec¬ 
tion 706 (b) and (c) of the act shall be 
governed by Parts 10. 12, 13. 14, 15, 16. 
and 19 of this chapter. 

(b) The fees specified in f 70.19 of this 
chapter shall be applicable. 

§ 71.37 Exemption of color additive* for 
investigational use. 

(a) A shipment or other delivery of a 
color additive or of a food. drug, or cos¬ 
metic containing such a color additive 
for investigational use by experts quali¬ 
fied to determine safety shall be exempt 
from the requirements of section 402(c), 
501 (a) . or 601 (c) of the act, provided that 
the color additive or the food, drug, or 
cosmetic containing the color additive 
bears n label which states prominently. 
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‘Caution—Contains new color additive— 
For investigational use only.” No ani¬ 
mals used in such Investigations, or their 
products, such as milk or eggs, shall be 
used for food purposes, unless the sponsor 
or the investigator has submitted to the 
Commissioner data demonstrating that 
-,uch use will be consistent with the public 
health, and the Commissioner, proceed¬ 
ing as he would in a matter Involving 
action 409ii) of the act. has notified the 
sponsor or investigator that the proposed 
disposition for food Is authorized. Any 
person who contests a refusal to grant 
such authorization shall have an oppor¬ 
tunity for a regulatory hearing before 
the Food and Drug Administration pur¬ 
suant to Part 16 of this chapter. 

(b) The person who introduced such 
shipment or who delivers the color ad¬ 
ditive or a food, drug, or cosmetic con¬ 
taining such an additive into interstate 
commerce shall maintain adequate 
records showing the name and post-office 
address of the expert to whom the color 
additive Is shipped, date, quantity, and 
batch or code mark of each shipment and 
delivery for a period of 2 years after such 
.shipment and delivery. Upon the re¬ 
quest of a properly authorized employee 
of the Department, at reasonable times, 
he shall make such records available for 
inspection and copying. 


PART 73—LISTING OF COLOR ADDITIVES 
EXEMPT FROM CERTIFICATION 

Subpart A—Foods 

See. 

73 1 Diluent* in color additive mixtures 

for food un exempt from certi¬ 
fication. 

73,30 Ann* t. to extract. 

73.40 Dehydrated becU (beet powder) 

73.S0 Ultramarine blue. 

73,75 Can thiuran thin. 

73 85 Caramel. 

73.90 £-Apo-8'-carotene!. 

73.96 £-Carotene 

73.100 Cochineal extract; carmine. 

73.140 Tcwuiied partially defatted cooked 
cottonseed flour. 

73.160 Ferrous gluconate. 

73.170 Orape akin extract (enoclanlna) 
73.200 Synthetic Iron oxide. 

73250 Fruit Juice. 

73.260 Vegetable Juice. 

73276 Dried algae meal. 

73295 Tagetea (Axtec marigold) meal and 
extract. 

73300 Carrot oU. 

73215 Com endOKperm oil. 

73.340 raprlka. 

73.345 Paprika oleoreitn 
73.450 Riboflavin 
73.500 Saffron. 

73-675 Titanium dioxide. 

73.600 Turmeric. 

73 615 Turmeric oleoresin. 

Subpsit B—Drugs 

73.1001 Diluents In color additive mixtures 
for drug use exempt from certlfl- 
cation. . 

73.1010 Alumina (dried aluminum hydrox¬ 
ide). 

73 1015 Chromlum-cobalt-aluminum oxide. 
73.1025 Ferric ammonium citrate. 

73 1030 Annatto extract. 

73.1070 Calcium carbonate. 

73.1075 Can thaxan thin. 

73 ) 085 Caramel 


Sec. 

73.1095 /i-Carotene. 

73 1100 Cochineal extract; carmine. 

73.1125 Potassium sodium copper chloro¬ 
phyll in < chlorophyll in -c o p p e r 
complex >. 

73.1150 Dlhydroxyacetone. 

73.1200 ayncthetlc Iron oxide. 

73.1375 PyrogaUol. 

73.1400 PyrophyUite 
73.1550 Talc. 

73.1575 Titanium dioxide. 

Sub part C—Cosmetics 

73.2120 Dlsodlum LDTA-coppcr 
73-2125 Potassium sodium copper chloro- 
phyllln (chlorophyllIn-c o p p e r 
complex). 

73 2150 Dlhydroxyacetone 
73 2180 Oualartilene. 

73.2190 Henna. 

73.2250 Iron oxides. 

732400 PyrophyUite. 

73.2675 Titanium dioxide. 

73.2725 Ultramarines. 

73.2775 Manganese violet. 

Atrnioarrr: The provisions of this Part 73 
arc Issued under secs 701, 706. 52 8tat. 1056- 
1066 as amended, 74 Stat. 390-107 as 
amended (21 U5C. 371, 376). unless other¬ 
wise noted. 


<b> Special use —(1) Diluents in color 
additive mixtures for marking food —(1) 
Inks for marking food supplements in 


Subpart A—Foods 

§ 73.1 Dilarnlt in color additive mix¬ 
ture* for food u*r exempt from cer¬ 
tification. 

The following substances may bo safely 
used as diluents In color additive mix¬ 
tures for food use exempt from certifica¬ 
tion, subject to the condition that each 
straight color In the mixture has been 
exempted from certification or. If not 
so exempted. Is from a batch that has 
previously been certified and has not 
changed in composition since certifica¬ 
tion. If a specification for a particular 
diluent Is not set forth in this Part 73. 
the material shall be of a purity con¬ 
sistent with Its Intended use. 

(a) General use . (1) Substances that 
are generally recognized as safe under 
the conditions set forth In section 201 (s) 
of the act. 

(2) Substances meeting the definitions 
and specifications set forth under Sub¬ 
chapter B of this chapter, and which are 
used only as prescribed by such regula¬ 
tions. 

(3) The following: 


tablet form , gum , and confectionery. 
Items listed in paragraph (a) of this 
section and the following: 


Substance* 


DefliuUocui and *jieel next font 


KestrloUant 


Vfcotaol. 8DA-XA-.... Aft ant forth la 30 CPU pL 313..No reeidoe. 

B()ldNfol .~ 


Otyl akolml... .. As «K forth In N.F. XI. 

, , , 

iHJuKw. 


As sol forth in Me. llJLM* of this 
chapter. 


F.thylrnc rlycol loonorthyl ether.. 

Isobutyt alcohol . 

Is opropyl alcohol. _ _ __ _______ ______ 

Poljotyelh) foiwt sorUtna monoofruto Ai M 'forth in* sec i722Mo'ofthis 
(polysorliftteSO), chapter. 

P«y?lny) acetate .. Molecular aright, minimum 2.0110. 

Polyvinylpyrrolidone .. _ As sol forth in see. IIUS of Utis 

chapter. 

Rosin and rosin derivative*. Aj set forth In sec. l?2Xli of this 

chapter. 

Shellac, purified . . .. Pood grad*. 


Dow 

Do. 


Do. 

Do. 

Do. 


<tu Inks for marking fruit and vegetables. Items listed In paragraph fa) of this 
section and the following: 


Sot«t*nn 


Definition* and speclfkatkttts 


Restrictions 


AiYtOUO. .. 

Alcohol. 8DA-3A.... 

n«uioto, ... 

Copal, Manila.... 

Kthyl serial#... 

Fihyl ci'lluItjM... 


... Aj *h forth in N.F. XI . No rrvddue. 

... As set forth In 3rt < HI pt. U2 _ Dow 

Aft sol forth Itt U.8.P. XVI_ 


Do. 


~~ Do. 


. As ftet forth in N.P. XI.. 

. A» tel fortii lu Bir. 172.Hr* of Uil« 

chapter. 

Methylenechloride.,—..... , . 

Polyvinylpyrrolidone.. An art forth in »cc. iriu* of I 

sbnpior. 

Rosin and rcoln derivatives.. As sot forth in sec. 172X1S of this 

chapter. 

oUkon dio&lde. ..As set forth in sc ITUSO of IhU Not more than 2 pet of the Ink solid* 

chapter. 

Terpen* rr»ln«, natural..... As art forth lo Me. 173X15 of this 

_ chapter. 

Terpen* reeuv*. cynthettc.....Polymers of •* and 3-pinene. 


Unbalance 


Definition and speclfkattoti 


Restrict ions 


Castor oil 


DtociyWriumt *ulft«tnritiNte 


AsM forth In U..*.l\ XVI 


Aft set forth kn see 
chapter 


Nat nvn* thin Awft) p.p.m .in the flnUtrd 
food. LAhrlins of color additive 
mixturw containing; castor oil shall 
li**ar adequate dlrecilo«»a far use 
that will result In % food tnretio* 
this rrotrictlon. 

I72XM of ild» Not mat* Umn o p.p.m.in the ftobhM 
food. Labriin* of color additive 
mill time round ning dtorty Usvlium 
sulfasuodmite shall bear adequate 
directions far urn that will result lu 
a food meeting UUs restriction. 
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(2) Diluents in color additive mixtures 
for coloring shell eggs . Items listed In 
paragraph (a) of this section and the 
following, subject to the condition that 
there is no penetration of the color addi¬ 
tive mixture or any of its components 
through the eggshell into the egg: 

Alcohol, denatured, formula 23A <26 CFR 
Part 212), Internal Revenue Service. 

Du mar gum (resin). 

Diethylene glycol dlsteanite. 

Dioctyl sodium culfosucclnatr. 

Ethyl cellulose (a* * Identified in f 172.808 of 
this chapter). 


RULES AND REGULATIONS 

Ethylene glycol distearate. 

Japan was. 

Limed rosin. 

Naphtha. 

Pentaerythrltol eater of fumaric acid-roaln 
adduct. 

Polyethylene glycol 6000 (at Identified In 
f 172.820 of this chapter). 

Polyvinyl alcohol. 

Rosin and rosin derivatives (as Identified 
In | 172 820 of this chapter). 

<3 > Miscellaneous special uses. Items 
listed in paragraph «a> of this section 
and the following: 


8uUtunr«e Drfinitkaie and cpectAratSoau ItotrirtlotM 


Polyvinylpyrrolidone. ... Atm forth in *rr. 17XM of lhl« In or m foodtablrt rooting; limit. 

rtiS|rt«T. imjC nwirr than(U pet in tb* lltiiahrd 

food; Lulling of color additive 
uuxtnrr? mnUlnitut pelyvtnyl* 
pyrrnlldorwi shall l**r atiiKpaati* 
ilirrrtiaru for uir that alii mailt 
in a food meet In* this restriction. 


§ 73.30 Annatto extract. 

(a) Identity. (1) The color additive 
annatto extract is an extract prepared 
from annatto seed. Bixa orellana L.. 
using any one or an appropriate combi¬ 
nation of the food-grade extractants 
listed in paragraph (a)(1) <!) and (li) 
of tills section: 

(1) Alkaline aqueous solution, alkaline 
propylene glycol, ethyl alcohol or alkaline 
solutions thereof, edible vegetable oils or 
fats, mono- and diglycerides from the 
glycerolysis of edible vegetable oils or 
fats. The alkaline alcohol or aqueous ex¬ 
tracts may be treated with food-grade 
acids to precipitate annatto pigments, 
which are separated from the liquid and 
dried, with or without intermediate re- 
crystallization. using the solvents listed 
under paragraph laMlxil) of this sec¬ 
tion. Pood-grade alkalis or carbonates 
may be added to adjust alkalinity, 

<11 > Acetone, ethylene dichloride, 
hexane. Lsopropyl alcohol, methyl alco¬ 
hol, methylene chloride, trichloroethyl¬ 
ene. 

(2) Color additive mixtures for food 
use made with annatto extract may 
contain only diluents that are suitable 
and that are listed In this subpart as 
safe in color additive mixtures for color¬ 
ing foods. 

(b> Specifications . Annatto extract, 
including pigments precipitated there¬ 
from, shall conform to the following 
specifications: 

<1) Arsenic (os As>, not more than 
3 parts per million: lead as Pb, not 
more than 10 parts per million. 

(2) When solvents listed under para¬ 
graph (a) <1) (il> of this section arc used, 
annatto extract shall contain no more 
solvent residue than is permitted of the 
corresponding solvents In spice oleoresins 
under applicable food additive regula¬ 
tions in Parts 170 through 189 of this 
chapter. 

(C> Uses and restrictions. Annatto 
extract may be safely used for coloring 
foods generally, in amounts consistent 
with good manufacturing practice, ex¬ 
cept that it may not be used to color 
foods for which standards of identity 
have been promulgated under section 


401 of the act unless added color Ls au¬ 
thorized by such standards. 

<d) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom and intended solely or in 
part for coloring purposes shall conform 
to the requirements of S 70.25 of this 
chapter. Labels shall bear information 
showing that the color is derived from 
annatto seed. The requirements of 
0 70.25(a) of this chapter that all in¬ 
gredients shall be listed by name shall 
not be construed as requiring the decla¬ 
ration of residues of solvents listed in 
paragraph (a)(1) (ii) of this section. 

*e) Exemption from certification. Cer¬ 

tification of this color additive is not nec¬ 
essary for the protection of the public 

health and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(c) of the act. 

§ 73.10 Dehydrated beet* (beet powder). 

(a) Identity. <1> The color additive 
dehydrated beets is a dork red powder 
prepared by dehydrating sound, mature, 
good quality, edible beets. 

(2) Color additive mixtures made with 
dehydrated beets may contain as dilu¬ 
ents only those substances listed in this 
subpart as safe and suitable for use in 
color additive mixtures for coloring 
foods. 

(b) Specifications. The color additive 
shall conform to the following specifi¬ 
cations : 

Volatile mutter, not more than ♦ percent. 
Acid Insoluble ash, not more than 0.5 percent. 
Lead (as Pb). not more than 10 parts per 
million. 

Arsenic (as As), not more than 1 part per 
million. 

Mercury (as Hg). not more ihAn 1 part per 
million. 

<c> Uses and restrictions. Dehydrated 
beets may be safely used for the coloring 
of foods generally in amounts consistent 
with good manufacturing practice, ex¬ 
cept that it may not be used to color 
foods for which standards of identity 
have been promulgated under section 
401 of the act, unless the use of added 
color is authorized by such standards. 

(d) Labeling . The label of the color 
additive and any mixtures prepared 


therefrom Intended solely or In part for 
coloring purposes shall conform to the 
requirements of f 70 25 of this chapter. 

(e) Exemption from certification . 
Certification of tills color additive Is not 
necessary for the protection of thr nubile 
health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§ 73.30 l 1 1 Ira marine blur. 

(a) Identity. The color additive ul¬ 
tramarine blue is a blue pigment obtained 
by calcining a mixture of kaolin, sulfur, 
sodium carbonate, and carbon at tem¬ 
peratures above 700* C. Sodium sulfate 
and silica may also be Incorporated in 
the mixture in order to vary the shade 
The pigment is a complex sodium alumi¬ 
num sulfo-siiic&te having the approxi¬ 
mate formula Na ALStOrA. 

<b> Specifications. Ultramarine blue 
shall conform to the following specifica¬ 
tions: 

Uad (as Pb), not more than 10 parte per 
million. 

Arsenic (as As), not more than 1 part per 
million. 

Mercury (as Ug). not more than 1 part per 
million. 

<c> Uses and restrictions . The color 
additive ultramarine blue may be safely 
used for coloring salt intended for ani¬ 
mal feed subject to the restriction that 
the quantity of ultramarine blue does 
not exceed 0.5 percent by weight of the 
salt. 

td> Labeling requirements. The color 
additive shall be labeled in accordance 
with the requirements of S 70.25 of this 
chapter. 

<e> Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the pub¬ 
lic health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§ 73.73 (lanlhnxjmthm. 

(a) Identity. (1) The color additive 
canthaxanthin is /s-carotene-4,4'-dione. 

<2> Color additive mixtures for food 
use made with canthaxanthin may con¬ 
tain only those diluents that are suitable 
and that are listed in this subpart as safe 
for use In color additive mixtures for col¬ 
oring foods. 

(b> Specifications Canthaxanthin 
shall conform to the following specifica¬ 
tions and shall be free from impurities 
other than those named to the extent 
that such other impurities may be 
avoided by good manufacturing practice: 
Physical state, solid. 

1 percent volution in chloroform, complete 
and clear. 

Melting range ( decomposition), 207* C. to 
212* C. (corrected). 

Lobs on drying, not more than 0.2 percent 
Residue on Ignition, not more than 0 2 
percent. 

Total carotenoids other than trans-canthax- 
* an thin, not more than 5 percent. 

Lead, not more than 10 parts per million. 
Arsenic, not more than 3 parts per million. 
Mercury, not more than 1 part per million. 
Assay, 96 to 101 percent. 

(c) Uses and restrictions. The color 
additive canthaxanthin may be safely 
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used for coloring foods generally subject 
to the following restrictions: 

(1* The quantity of canthoxanthin 
does not exceed 30 milligrams per pound 
of solid or scmisolld food or per pint of 
liquid food. 

(2) It may not be used to color foods 
for which standards of Identity have been 
promulgated under section 401 of the 
act unless added color Is authorized by 
such standards. 

(d> Labeling . The label of the color 
additive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of $ 70.25 of this chapter. 

(e> Exemption from certification . 
Certification of this color additive is not 
necessary for the protection of the pub¬ 
lic health, and therefore botches thereof 
are exempt from the certification re¬ 
quirements of section 706(e) of the act. 

§ 71.fi :\ Cara turf. 

<a> Identity, (I) The color additive 
c aramel is the dark-brown liquid or solul 
material resulting from the carefully 
controlled heat treatment of the follow ¬ 
ing food-grade carbohydrates: 

Dextrose. 

Invert sugar 
lactose. 

Mail sirup. 

Uotams 

Starch hydrolysate* and fractions thereat 

Sucrose. 

(2) The food-grade acids, alkalis, and 
.salts listed in this subparagraph may be 
employed to assist caramelixaUon. in 
amounts consistent with good manufac¬ 
turing practice. 

<1> Acids: 

Acetic acid 
Citric acid. 

Phosphoric acid. 

Sulfuric acid. 

Sulfuroua acid 

m> Alkalis: 

Ammonium hydroxide 
Calcium hydroxide U.S P 
Potassium hydroxide. 

Sodium hydroxide. 

(ill) Salts: Ammonium, sodium, or 
potassium carbonate, bicarbonate, phos¬ 
phate (including dibasic phosphate and 
monobasic phosphate), sulfate, and 
sulfite. 

<3) Polyglycerol esters of fatty acids, 
identified in i 172.854 of this chapter, 
may be used as antifoaming agents in 
amounts not greater than that required 
to produce the intended effect. 

<4) Color additive mixtures for food 
use made with caramel may contain only 
diluents that are suitable and that are 
listed in this subpart as safe In color 
addithre mixtures for coloring foods. 

<b> Specifications. Caramel shall con¬ 
form to the following specifications: 

lead (as Pb), not more than 10 porta per 
million. 

Arsenic (on As), not more than 3 parts per 
minion. 

Mercury (os Hg». not more than 0.1 part per 
million. 

<c> Uses and restrictions. Caramel 
may be safely used for coloring foods 


generally. In amounts consistent with 
good manufacturing practice, except 
that it may not be used to color foods 
for which standards of identity have 
been promulgated under section 401 of 
the act unless added color is authorized 
by such standards. 

*di Labeling. The label of the color 
additive and any mixtures prepared 
therefrom and intended solely or in part 
for coloring purposes shall conform to 
the requirements of 170 25 of this 
chapter. 

fe> Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the pub¬ 
lic health and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 708(c) of the act. 

§ 73. 4 )l) ;.- Apo-ll Viirolriuil. 

<•> Identity. (1) The color additive is 
/*- apo-8' -carolenal. 

(2) Color additive mixtures for food 
use made with f?-apo-8'-carotenal may 
contain only diluents that are suitable 
and that are listed In this subpart as safe 
In color additive mixtures for coloring 
foods. 

<b> Specifications Apo-8'-carolenal 
shall conform to the following specifica¬ 
tions: 

Phyvlcaf state. solid 
t percent solution Ux chloroform, clear. 
Melting point (decomposition). 136* C.-140* 
C. (corrected). 

Lea* of weight on drying, not more than 02 
percent. 

Residue on Ignition, not more than 0.2 per¬ 
cent. 

Lead (as Pb). not more than 10 parU per 
million. 

Areenlc (aa As), not more than 1 part per 
million. 

Assay (upeciropliotometrlc). 96-101 percent 

fc> Uses and restrictions. The color 
additive 0-apo-8'-earotenal may be 
safely used for coloring foods generally, 
subject to the following restrictions: 

<1 > The quantity of /)-apo-8'-carotenal 
does not exceed 15 milligrams per pound 
of solid or semisolid food or 15 milli¬ 
grams per pint of liquid food. 

(2) It may not be used to color foods 
for which standards of identity have been 
promulgated under section 401 of the act 
unless added color is authorized by such 
standards. 

(d) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom and Intended solely or in part 
for coloring purposes shall conform to 
the requirements of 9 70.25 of this chap¬ 
ter. 

(e> Exemption from certification. Cer- 
tifleation of this color additive is not nec¬ 
essary for the protection of the public 
health and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706<c> of the act. 

§ 73.03 0-Camteue. 

(a J Identity. 11) The color additive U 
^-carotene prepared synthetically or ob¬ 
tained from natural sources. 

«2) Color additive mixtures for food 
use made with ^-carotene may contain 
only diluents that are suitable and that 
are listed in this subpart as safe in color 
additive mixtures for coloring foods. 


(b> Specifications. -carotene shall 
conform to the following specifications* 
Physical state. solid. 

1 percent solution In chloroform, clear. 

Los* of weight on drying, not mors than 0-3 
pe rce nt 

Rttddu# on Ignition, not more than 0 2 per¬ 
cent. 

Lead (M Pb). not more than 10 parti per 
million. 

Arsenic (as As), not more than % parts per 
million. 

Away (spectrophotomctrlc), 06-101 percent. 

(c» Uses and restrictions. The color 
additive 0 -carotene may be safely used 
for coloring foods generally, in amounts 
consistent with good manufacturing 
practice, except that It may not be used 
to color those foods for which standards 
of identity have been promulgated under 
section 401 of the act unless added color 
is authorised by such standards. 

<d> Labeling. The label of the color 
additive and any mixtures prepared 
therefrom and Intended solely or in pert 
for coloring purposes shall conform to 
the requirements of f 70.25 of this chap¬ 
ter. 

(e> Exemption from certification. Cer¬ 
tification of this color addiUve is not nec¬ 
essary for the protection of the public 
health and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706*c> of the act. 

§ 73.100 Cochineal extract; carmine. 

<a) Identity. (I) The color additlre 
cochineal extract b the concentrated so¬ 
lution obtained after removing the al¬ 
cohol from an aqueous-alcoholic extract 
of cochineal ( Dactylopius coccus costa 
(Coccus cacti L.)). The coloring prin¬ 
ciple is chiefly carzninic ockl. 

(2> The color additive carmine is the 
aluminum or calcium-aluminum lake on 
an aluminum hydroxide substrate of the 
coloring principles, chiefly carminic acid, 
obtained by an aqueous extraction of 
cochineal ( Dactylopius coccus costa 
(Coccus cacti L.)). 

(3> Color additive mixtures for food 
use made with cochineal extract or car¬ 
mine may contain only diluents that are 
suitable and that arc listed In this sub- 
part as safe in color additive mixtures for 
coloring foods. 

(b) Specifications. Cl) Cochineal ex¬ 
tract shall conform to the following 
specifications: 

pB, not leu than 5.0 and not more than 
5 5 at 25* C. 

Protein (N x 625), not more than 22 percent 
Total *oI!d&, not lees than 5 7 and not more 
than 6.3 percent. 

Methyl alcohol, not more 150 part* 

per million. 

Lead (oa Pb). not more than 10 part* per 
million. 

Arsenic (aa As), not more than ! part per 
million 

Carminic acid, not leas than 1.8 percent. 

(2) Carmine shall conform to the fol¬ 
lowing specifications: 

Volatile matter (at 135* C. for 3 hour*), not 
more than 20 0 percent. 

Aoh. not more than 12-0 percent. 

Lead (as Pb), not more than 10 part* per 
million 

Arsenic (an A*), not more than 1 part per 
million. 

Carminic acid, not lew than 50.0 percent 
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Carmine and cochineal extract shall be 
pasteurized or otherwise treated to de¬ 
stroy all viable salmonella microorga¬ 
nisms. Pasteurization or such other treat¬ 
ment is deemed to permit the adding of 
safe and suitable substances (other than 
chemical preservatives > that are essen¬ 
tial to the method of pasteurization or 
other treatment used. For the purposes 
of this paragraph, safe and suitable sub¬ 
stances are those substances that per¬ 
form a useful function in the pasteuriza¬ 
tion or other treatment to render the car¬ 
mine and cochineal extract free of via¬ 
ble Salmonella microorganisms, which 
substances are not food additives as de¬ 
fined in section 201 (b) of the act or. if 
they are food additives as so defined, are 
used in conformity with regulations 
established pursuant to section 409 of 
the act 

(c) Uses and restrictions. Carmine and 
cochineal extract may be safely used for 
coloring foods generally in amounts con¬ 
sistent with good manufacturing prac¬ 
tice. except that they may not be used 
to color foods for which standards of 
identity have been promulgated under 
section 401 of the act unless added color 
is authorized by such standards. 

<d) Labeling requirements. The label 
of the color additives and any mixtures 
intended solely or In part for coloring 
purposes prepared therefrom shall con¬ 
form to the requirements of 4 70.25 of 
this chapter. 

(c) Exemption from certification. Cer¬ 
tification of these color additives is not 
necessary for the protection of the public 
health, and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(c) of the act. 

§73.110 Tootled partially defatted 
rooked cottonseed (lour. 

(a) Identity. (1) The color additive 
toasted partially defatted cooked cot¬ 
tonseed flour is a product prepared as 
follows: Food quality cottonseed is de- 
linted and decorticated: the meats are 
screened, aspirated, and rolled; moisture 
is adjusted, the meats heated, and the oil 
expressed: the cooked meats arc cooled, 
ground, and reheated to obtain a prod¬ 
uct varyiflR in shade from light u> dark 
brown. 

(2) Color additive mixtures for food 
use made with toasted partially defatted 
cooked cottonseed flour may contain only 
diluents that are suitable and that are 
listed in this subpart as safe In color ad¬ 
ditive mixtures for coloring foods. 

(b) Specifications. Toasted partially 
defatted cooked cottonseed flour shall 
conform to the following specifications: 

Arsenic: U contain* no added arsenic com¬ 
pound and therefore may not exceed a 
maximum natural background level of 0.3 
part per million total arsenic, calculated 
as Aa. 

Lend (as Pb). not more than 10 part* per 
million. 

Free goaaypol content, not more than 450 
parts per million. 

tc> Uses and restrictions. The color 
additive toasted partially defatted 
cooked cottonseed flour may be safely 
used for coloring foods generally, in 
amounts consistent with good manufac- 
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taring practice, except that it may not be 
used to color foods for which standards 
of identity have been promulgated under 
section 401 of the act. unless added color 
is authorized by such standards. 

<d> Labeling. The label of the color 
additive and any mixtures prepared 
therefrom and Intended solely or in part 
for coloring purposes shall conform to 
the requirements of 4 70.25 of this 
chapter. 

(e> Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the pub¬ 
lic health and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§ 73.100 Ferrous gluconate. 

(a) Identity. The color additive fer¬ 
rous gluconate Is the ferrous gluconate 
defined in the Food Chemicals Codex, 
First Edition, Publication 1406 U966>. 
National Academy of Scicnces-National 
Research Council. Washington, D.C. 

<b> Specifications. Ferrous gluconate 
shall meet the specifications given In the 
Food Chemicals Codex. 

(c) Uses and restrictions. Ferrous 
gluconate may be safely used in amounts 
consistent with good manufacturing 
practice for the coloring of ripe olives. 

(d) Labeling. The label of the color 
additive shall conform to the require¬ 
ments of 4 70.25 of this chapter. 

(e) Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the pub¬ 
lic health, and therefore batches thereof 
arc exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§73.170 Crape *k»n c\tra«*i (cnort*- 

tiitiii). 

in) Identity. (1) The color additive 
grape skin extract (cnocianina) is a pur¬ 
plish-red liquid prepared by the aqueous 
extraction (steeping) of the fresh de¬ 
seeded marc remaining after grapes 
have been pressed to produce grape juice 
or wdne. It contains the common com¬ 
ponents of grape Juice: namely, antho- 
cyanins. tartaric acid, tannins, sugars, 
minerals, etc., but not in the same pro¬ 
portions as found in grape juice. During 
the steeping process, sulphur dioxide is 
added and most of the extracted sugars 
are fermented to alcohol. The extract is 
concentrated by vacuum evaporation, 
during which practically all of the al¬ 
cohol is removed. A small amount of 
sulphur dioxide may be present. 

(2) Color additive mixtures for food 
use made with grape skin extract (cno¬ 
cianina» may contain only those diluents 
listed in this subpart as safe und suitable 
in color additive mixtures for coloring 
foods. 

(b> Specifications. Grape skin ex¬ 
tract (cnocianinai shall conform to the 
following specifications: 

Pesticide residue*. not more than permitted 
in or on grapes by regulations promulgated 
under section 408 of the Federal Food. 
Drug, and Cosmetic Act. 

Lead (as Pb), not more than 10 parts per 
million. 

Arsenic (as As), not more than 1 part per 
million. 


<c> Uses and restrictions. Grape skin 
extract (enocianlna) may be safely used 
for the coloring of still and carbonated 
drinks and ades, beverage bases, and 
alcoholic beverages subject to the follow¬ 
ing restrictions: 

< 1) It may not be used to color foods 
for which standards of identity have 
been promulgated under section 401 of 
the act unless artificial color Is author¬ 
ized by such standards. 

(2) Its use in alcoholic beverages shall 
be in accordance with the provisions of 
Parts 4 and 5. Title 27, Code of Federal 
Regulations. 

(d) Labeling requirements. The label 
of the color additive and any mixtures 
prepared therefrom intended solely or In 
port for coloring purposes shall conform 
to the requirements of 4 70.25 of this 
chapter. The common or usual name of 
the color additive Is "grape skin extract" 
followed, if desired, by "(enocianlna) w , 

(e) Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the public 
health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act 

§ 73.200 Synthetic iron oxide. 

(a) Identity . (1) The color additive 
synthetic iron oxide consists of any one 
or any combination of synthetically pre¬ 
pared iron oxides. Including the hydrAtcd 
forms. It is free from admixture with 
other substances. 

(2) Color additive mixtures for dog 
and cat food use made with synthetic 
iron oxide may contain only those 
diluents that are suitable and that arc 
listed in this subpart as safe for use in 
color addttlve mixtures for coloring 
foods. 

<b) Specifications. Synthetic iron oxide 
shall conform to the follow ing specifica¬ 
tions, all on an "as is" basis: 

Arsenic (ns Aa). not more than 5 parts per 
million. 

Lead (as Pb). not more than 20 porta per 
million. 

Mercury (aa Hg). not more than 3 porta per 
mUUon. 

(c) Uses and restrictions. Synthetic 
iron oxide may be safely used for the 
coloring of dog and cat foods in an 
amount not exceeding 0.25 percent by 
weight of the finished food. 

<d) Labeling requirements. The label 
of the color additive and any mixture 
prepared therefrom Intended solely or 
in part for coloring purposes shall con¬ 
form to the requirements of 4 70.25 of 
this chapter, 

(e) Exemption from certification . 
Certification of this color additive is not 
necessary for the protection of the public 
health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706<c> of the act. 

§ 73.230 Fruit juirc. 

(a) Identity. (1) The color additive 
fruit Juice Is the concentrated or uncon¬ 
centrated liquid expressed from mature 
varieties of fresh, edible fruits, or Is a 
water Infusion of the dried fruit. The 
definition of fruit juice in this paragraph 
Is for the purpose of identity as a color 
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Additive only and shall not be construed 
as a standard of identity under section 
401 of the act. However, where a stand¬ 
ard of Identity for a particular fruit 
juice has been promulgated under section 
401 of the act. it shall conform to such 
standard. 

(2) Color additive mixtures made with 
fruit juice may contain as diluents only 
those substances listed In this subpart 
as safe and suitable in color additive 
mixtures for coloring foods. 

(b) Uses and restrictions. Fruit Juice 
may be safely used for the coloring of 
foods generally, in amounts consistent 
with good manufacturing practice, ex¬ 
cept that it may not be used to color 
foods for which standards of Identity 
have been promulgated under section 401 
of the act. unless the use of added color 
is authorized by such standards. 

<c) Labeling. The color additive and 
any mixtures intended solely or In part 
for coloring purposes prepared there¬ 
from shall bear, in addition to the other 
information required by the act. labeling 
in accordance with the provisions of 
$ 70.25 of this chapter. 

<d) Exemption from certification. 
Certification of this color additive is not 
necessary- for the protection of the pub¬ 
lic health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706<c> of the act. 

§ 73.260 Vcgctuble juice. 

<a) Identity. (1) The color additive 
vegetable Juice is the concentrated or 
u neon centra ted liquid expressed from 
mature varieties of fresh, edible vege¬ 
tables. The definition of vegetable Juice 
in this paragraph is for the purpose of 
identity as a color additive only, and 
shall not be construed as a standard of 
identity under section 401 of the act. 
However, where a standard of Identity 
for a particular vegetable Juice has been 
promulgated under section 401 of the act. 
It shall conform to such standard. 

(2) Color additive mixtures made with 
vegetable Juice may contain as diluents 
only those substances listed in tills sub¬ 
part as safe and suitable in color uddi- 
tivo mixtures for coloring foods. 

<b) Uses and restrictions . Vegetable 
Juice may be safely used for the color¬ 
ing of foods generally. In amounts con¬ 
sistent with good manufacturing prac¬ 
tice, except that it may not be used to 
color foods for which standards of iden¬ 
tity have been promulgated under sec¬ 
tion 401 of the act, unless the use of 
added color Is authorized by such stand¬ 
ards. 

(c> Labeling. The color additive and 
any mixtures Intended solely or In part 
for coloring purposes prepared there¬ 
from shall bear. In addition to the other 
information required by the act. labeling 
in accordance with the provisions of 
9 70.25 of tills chapter. 

<d> Exemption from certification. 
Certification of this color additive is 
not necessary for the protection of the 
public health, and therefore batches 
thereof are exempt from the certification 


requirements of section 706(c) of the 
act. 

g 73.273 Dried ntjrur nirol. 

(a) Identity. The color additive dried 
algae meal is a dried mixture of algae 
cells i genus Spongiococcum. separated 
from Its culture broth), molasses, corn- 
steep liquor, and a maximum of 0.3 per¬ 
cent cthoxyquln. The algae cells are pro¬ 
duced by suitable fermentation, under 
controlled conditions, from a pure cul¬ 
ture of the genus Spongiococcum. 

<b> Uses and restriction. The color 
additive dried algae meal may be safely 
used in chicken feed In accordance with 
the following prescribed conditions: 

(1) The color additive is used to 
enhance the yellow color of chicken skin 
and eggs. 

(2) The quantity of the color additive 
incorporated in the feed is such that the 
finished feed: 

(1) Is supplemented sufficiently with 
xanthophyll and associated carotenoids 
so as to accomplish the intended effect 
described in paragraph (b)(1) of this 
section; and 

(11) Meets the tolerance limitation for 
ethoxyquin in animal feed prescribed in 
f 573.380 of this chapter. 

(c> Labeling. The label of the color 
additives and any premixes prepared 
therefrom shall bear in addition to the 
Information required by §70.25 of this 
chapter. 

(1>A statement of the concentrations 
of xanthophyll and ethoxyquin contained 
therein. 

(2) Adequate directions to provide a 
final product complying with the limita¬ 
tions prescribed In paragraph (b) of this 
section. 

<d> Exemption /rom certification. Cer¬ 
tification of this color additive is not 
necessary for the protection of the public 
health and therefore batches thereof arc 
exempt from the certification require¬ 
ments of section 706(c) of the act. 

5 73.293 Tiagetr* ( Ailff marigold) meal 
and r\tract. 

(a) Identity. (1) The color additive 
tagetes (Aztec marigold) meal is the 
dried, ground fiower petals of the Aztec 
marigold < Tagetes erecta L.) mixed with 
not more than 0.3 percent ethoxyquin. 

(2) The color additive tagetes (Aztec 
marigold) extract Is a hexane extract of 
the flower petals of the Aztec marigold 
(Tagetes erecta L,). It is mixed with an 
edible vegetable oil, or with an edible 
vegetable oil and a hydrogenated edible 
vegetable oil. and not more than 0.3 
percent ethoxyquin. It may also be mixed 
with soy flour or com meal as a carrier. 

<b> Specifications. (1) Tagetes (Aztec 
marigold) meal Is free from admixture 
with other plant material from Tagetes 
erecta L. or from plant material or 
flowers of any other species of plants. 

• 2) Tagetes (Aztec marigold) extract 
shall be preiwired from tagetes (Azetc 
marigold) petals meeting the specifica¬ 
tions set forth in paragraph (b)(1) of 
this section and shall conform to the 
following additional specifications: 


Melting point.53.5'-66.0* C. 

Iodine valu#_ 132-145. 

Saponification value_ 175-200. 

Acid value_ 0.00-1-20. 

Titer---. 35.5*-37.0* C. 

UnsapontCable matter..- 23 0 percent-27.0 
percent. 

Hexane residue_Not more than 25 

ppjn. 

All determinations, except the hexane 
residue, shall be made on the Initial ex¬ 
tract of the flower petals (after drying 
In a vacuum oven at 60* C. for 24 hours) 
prior to the addition of the oils and eth¬ 
oxyquin. The hexane determination 
shall be made on the color additive after 
the addition of the vegetable oils, hy¬ 
drogenated vegetable oils, and ethoxy- 
quin. 

(c) Uses and restrictions. The color 
additives tagetes (Aztec marigold) meal 
and extract may be safely used in chick¬ 
en feed In accordance with the following 
prescribed conditions: 

(I) The color additives are used to 
enhance the yellow color of chicken akin 
and eggs. 

<2) The quantity of the color additives 
incorporated In the feed is such that 
the finished feed: 

(1) Is supplemented sufficiently with 
xanthophyll and associated carotenoids 
so as to accomplish the Intended effect 
described in paragraph (c)(1) of this 
section; and 

(II) Meets the tolerance limitation for 
ethoxyquin in animal feed prescribed in 
§ 573.380 of this chapter. 

<d> Labeling requirements. The label 
of the color additives and any premixes 
prepared therefrom shall bear. In addi¬ 
tion to the information required by 
§ 70 25 of this chapter: 

(DA statement of the concentrations 
of xanthophyll and ethoxyquin contained 
therein. 

(2) Adequate directions to provide a 
final product complying with the limi¬ 
tations prescribed In paragraph (c) of 
this section. 

(e) Exemption from certification. 
Certification of this color additive Is not 
necessary for the protection of the public 
health, and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(c) of the act. 

§ 73.300 Carrol oil. 

(a> Identity. (D The color additive 
carrot oil is the liquid or the solid portion 
of the mixture or the mixture Itself ob¬ 
tained by the hexane extraction of 
edible carrots tDaucus carota L.) with 
subsequent removal of the hexane by 
vacuum distillation. The resultant mix¬ 
ture of solid and liquid extractives con¬ 
sists chiefly of oils. fats, waxes, and ca¬ 
rotenoids naturally occurring in carrots. 
The definition Qf carrot oil in this para¬ 
graph is for the purpose of identity as 
a color additive only and shall not be 
construed ns setting forth an official 
standard for carrot oil or carrot olcoresln 
under section 401 of the act. 

(2) Color additive mixtures for food 
use made with carrot oil may contain 
only those diluents listed in this subpart 
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as safe and suitable in color additive 
mixtures for coloring foods. 

(b) Specification*. Carrot oil shall 
contain no more than 25 parts per mil¬ 
lion of hexane. 

(c) Uses and restrictions. Carrot oil 
may be safely used for coloring foods 
generally, in amounts consistent with 
good manufacturing practice, except that 
it may not be used to color foods for 
which standards of Identity have been 
promulgated under section 401 of the 
act unless the use of added color Is au¬ 
thorized by such standards. 

(d> Labeling requirements . The label 
of the color additive and any mixtures 
prepared therefrom intended solely or in 
part for coloring purposes shall conform 
to the requirements of $ 70.25 of this 
chapter. 

<e) Exemption from certification. Cer¬ 
tification of this color additive is not nec¬ 
essary for the protection of the public 
health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act, 

§ 73.315 t orn rndn*pmn oil. 

(a) Identity . (1) The color additive 
com endosperm oil is a reddish-brown 
liquid composed chiefly of glycerides, 
fatty acids, sitosterols, and carotenoid 
pigments obtained by isopropyl alcohol 
and hexane extraction from the gluten 
fraction of yellow corn grain. The defi¬ 
nition of com endosperm oil in this para¬ 
graph is for the purpose of definition as 
a color additive only and shall not be 
construed as a food standard of Identity 
under section 401 of the act. 

<2) Color additive mixtures for food 
use made with com endosperm oil 
may contain only those diluents listed in 
this subpart as safe and suitable in color 
additive mixtures for coloring foods. 

4b> Specifications. Com endosperm 
oil conforms to the following specifica¬ 
tions: 

Total fatty Acids, not Less than 85 percent. 
Iodine value. 118 to 134. 

Saponification value. 165 to 185 
UnHaponifiable matter, not more man 14 per- 

oent 

Hexane, not more than 25 parts per million. 
Isopropyl alcohol, not more than 100 parts 

per million. 

(c) Uses and restrictions . The color 
additive com endosperm oil may be 
safely used in chicken feed in accordance 
with the follow ing prescribed conditions: 

(1) The color additive is used to en¬ 
hance the yellow color of chicken skin 
and eggs. 

<2) The quantity of the color additive 
incorporated in the feed is such that the 
finished feed is supplemented sufficiently 
with xanthophyll and associated carot¬ 
enoids so as to accomplish the intended 
effect described in paragraph (cl O) of 
tills section. 

(d) Labeling requirements . The label 
of the color additive and any premixes 
prepared therefrom shall bear, in addi¬ 
tion to the information required by 
{ 70.25 of this chapter, a statement of 
the concentration of xanthophyll con¬ 
tained therein. 


(e> Exemption from certification. 
Certification of this color additive is not 
necessary' for the protection of the pub¬ 
lic health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§ 73.314) Paprika. 

(a) Identity. (1) The color additive 
paprika is the ground dried pod of mild 
capsicum (Capsicum annuum L.). The 
definition of paprika In this paragraph 
Is for the purpose of identity os a color 
additive only and shall not be construed 
ns setting forth an official standard for 
paprika under section 401 of the act. 

(2) Color additive mixtures made 
with paprika may contain as diluents 
only those substances listed in this sub¬ 
part as safe and suitable In color addi¬ 
tive mixtures for coloring foods. 

(b) Uses and restrictions. Paprika 
may be safely used for the coloring of 
foods generally, in amounts consistent 
with good manufacturing practice, ex¬ 
cept that it may not be used to color 
foods for which standards of Identity 
have been promulgated under section 
401 of the act, unless the use of added 
color is authorized by such standards. 

(c) Labeling. The color additive and 
any mixtures intended solely or In part 
tor coloring purposes prepared there¬ 
from shall bear, in addition to the other 
information required by the act. label¬ 
ing in accordance with the provisions of 
3 70.25 of this chapter. 

<d) Exemption from certification . Cer¬ 
tification of this color additive is not 
necessary for the protection of the pub¬ 
lic health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§ 73.313 Paprika olcorc*in. 

<a> Identity. (1) The color additive 
paprika olooresin is the combination of 
flavor and color principles obtained from 
paprika (Capsicum annuum L) by ex¬ 
traction. using any one or a combina¬ 
tion of the following solvents: 

Acetone. Isopropyl alcohol. 

Ethyl alcohol Methyl alcohol. 

Ethylene dlchlorlde Methylene chloride 
Hexane. Trichloroethylene 

The definition of paprika oleoresin In 
this paragraph is for the purpose of iden¬ 
tity as a color additive only, and shall 
not be construed as setting forth an 
official standard for paprika oleoresin 
under section 401 of the act. 

(2) Color additive mixtures mode 
with paprika oleorcsln may contain as 
diluents only those substances listed in 
this subpart os safe and suitable In color 
additive mixtures for coloring foods. 

(b) Specifications. Paprika oleoresin 
shall contain no more residue of the 
solvents listed in paragraph (a)(1) of 
this section than is permitted of the cor¬ 
responding solvents in spice oleoresins 
under applicable food additive regula¬ 
tions in Ports 170 through 189 of this 
chapter. 

(e) Uses and restrictions. Paprika 
oleoresin may be safely used for the 
coloring of foods generally in amounts 


consistent with good manufacturing 
practice, except that it may not be used 
to color foods for which standards of 
identity have been promulgated under 
section 401 of the act. unless the use of 
added color is authorized by such 
standards. 

<d> Labeling. The color additive and 
any mixtures intended solely or In part 
for coloring purposes prepared there¬ 
from shall bear, in addition to the other 
Information required by the act. label¬ 
ing in accordance with the provisions 
of I 70.25 of this chapter. 

(e> Exemption from certification. Cer¬ 
tification of this color additive is not 
pecessary for the protection of the pub¬ 
lic health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§ 73.150 Iti 1 h> flavin. 

(a) Identity. (1) The color additive 
riboflavin Is the riboflavin defined In the 
Food Chemicals Codex. First Edition. 
Publication 1406 H966). National Acad¬ 
emy of Sciences—National Research 
Council, Washington, D.C. 

<2) Color additive mixtures made with 
riboflavin may contain as diluents only 
those substances listed In this subpart 
as safe and suitable for use In color addi¬ 
tive mixtures for coloring foods. 

»b> Specifications. Riboflavin shall 
meet the specifications given in the Food 
Chemicals Codex, 

(c> Uses and restrictions. Riboflavin 
mny be safely used for the coloring of 
foods generally, in amounts consistent 
with good manufacturing practice: ex¬ 
cept that It may not be used to color 
foods for which standards or identity 
have been promulgated under section 401 
of the act, unless the use of added color 
is authorized by such standards. 

(d) Labeling. The label of the color 
additive shall conform to the require¬ 
ments of 9 70.25 of this chapter. 

(e) Exemption from certification . 
Certification of this color additive ts not 
necessary for the protection of the pub¬ 
lic health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§ 73.300 Saffron. 

(a) Identity. (1» The color additive 
saffron is the dried stigma of Crocus 
sativus L. The definition of saffron In 
this paragraph is for the purpose of 
identity as a color additive only, and 
shall not be construed as setting forth 
on official standard for saffron under 
section 401 of the act. 

(2) Color additive mixtures made with 
saffron may contain as diluents only 
those substances listed in this subpart 
as safe and suitable in color additive 
mixtures for coloring foods. 

(b> Uses and restrictions. Saffron 
may be safely used for the coloring of 
foods generally, In amounts consistent 
with good manufacturing practice, ex¬ 
cept that it may not be used to color 
foods for which standards of identity 
have been promulgated under section 401 
of the act, unless the use of added color 
to authorized by such standards. 


FfDCRAl REGISTER, VOL 42, NO. 55—TUESDAY, MARCH 22, 1977 








Rl/LES ANO REGULATIONS 


15649 


<c> Labeling. The color additive and 
any mixtures, intended solely or in part 
for coloring purposes prepared therefrom 
shall bear. In addition to the other Infor¬ 
mation required by the act, labeling In 
accordance with the provisions of 9 70.25 
of this chapter. 

<d> Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the public 
health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§ 72.575 Titanium illoxith*. 

<a» Identity. (1) The color additive 
titanium dioxide is synthetically pre¬ 
pared TiOj, free from admixture with 
other substances. 

(2) Color additive mixtures for food 
use made with titanium dioxide may 
contain only those diluents that are suit¬ 
able and that are listed in this subpart 
as safe in color additive mixtures for 
coloring foods, and the following: Silicon 
dioxide, SIOj and/or aluminum oxide. 
ALO*, as dispersing aids—not more than 
2 percent total. 

<b> Spcri/lcattorw. Titanium dioxide 
shall conform to the following specifi¬ 
cations: 

Lend (aa Pb), not more then 10 part* per 
mUllon. 

Areenie (aa As), not more than 1 part per 
million- 

Antimony (as 8b), not more than 2 parte 
per million 

Mercury (as Hg). not more than i part per 
million. 

Lorn on Ignition at 800* O. (after drying for 
3 hours at 105* C.), not more than 0.5 per¬ 
cent. 

Water soluble substances, not more than 0.3 
percent. 

Acid soluble substances, not more than 0.5 
percent. 

TiO r not lees than 00.0 percent after drying 
for 3 hours at 105* C. 

Lead, arsenic, and antimony shall be de¬ 
termined In the solution obtained by boil¬ 
ing 10 grams of the titanium dioxide for 
15 minutes In 50 milliliters of 0.5AT hydro¬ 
chloric acid. 

(c) Uses and restrictions. The color 
additive titanium dioxide may be safely 
used for coloring foods generally, subject 
to the following restrictions: 

<1) The quantity of titanium dioxide 
does not exceed 1 percent by weight of 
the food. 

<2> It may not be used to color foods 
for which standards of identity have been 
promulgated under section 401 of the act 
unless added color is authorized by such 
standards. 

Labeling. The label of the color 
additive and Any mixtures intended solely 
or In part for coloring purposes prepared 
therefrom shall conform to the require¬ 
ment* of 9 70.25 of this chapter. 

<e> Exemption from certification. Cer¬ 
tification of this color additive Is not 
necessary for the protection of the public 
health and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(c) of the act. 


§ 73.600 Turmeric. 

(a) Identity. (1) The color additive 
turmeric ts the ground rhizome of Cur¬ 
cuma longa L. The definition of turmeric 
in this paragraph ts for the purpose of 
Identity as a color additive only, and 
shall not be construed as setting forth 
an official standard for turmeric under 
section 401 of the act. 

(2) Color additive mixtures made with 
turmeric may contain as diluents only 
those substances listed in this subpart as 
safe and suitable in color additive mix¬ 
tures for coloring foods. 

(b) Uses and restrictions. Turmeric 
may be safely used for the coloring of 
foods generally, in amounts consistent 
with good manufacturing practice, ex¬ 
cept that it may not be used to color 
foods for which standards of identity 
have been promulgated under section 401 
of the act. unless the use of added color 
is authorized by such standards. 

(c) Labeling. The color additive and 
any mixtures intended solely or In part 
for coloring purposes prepared there¬ 
from shall bear, in addition to the other 
Information required by the act, labeling 
In accordance with the provisions of 
I 70.25 of this chapter. 

(d> Exemption from certification. 
Certification of thLs color additive Is not 
necessary for the protection of the pub¬ 
lic health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act 

§73.615 Turmeric olr<>r«*«in. 

• a) Identity. (1) The color additive 
turmeric oleoresin is the combination of 
flavor and color principles obtained from 
turmeric <Curcuma longa L.) by extrac¬ 
tion using any one or a combination of 
the following solvents: 

Acetone. Isopropyl Alcohol. 

Ethyl alcohol Methyl alcohol. 

Ethylene dtchlorkde. Methylene chloride 
Hexane. Trichloroethylene. 

The definition of turmeric oleoresln in 
this paragraph Is for the purpose of iden¬ 
tity as a color additive only, and shall 
not be construed as setting forth an of¬ 
ficial standard for turmeric oleoresln un¬ 
der section 401 of the act. 

(2) Color additive mixtures made with 
turmeric oleoresln may contain as dilu¬ 
ents only those substances listed In this 


subpart os safe and suitable In color ad¬ 
ditive mixtures for coloring foods. 

(b) Specifications . Turmeric oleores¬ 
ln shall contain no more residue of the 
solvents listed under paragraph (a)(1) 
of this section than is permitted for the 
corresponding solvents in spice oleoresln* 
under applicable food additive regula¬ 
tion in Parts 170 through 189 of tills 
chapter. 

(c) Uses and restrictions. Turmeric 
oleoresln may be safely used for the col¬ 
oring of foods generally. In amounts con¬ 
sistent with good manufacturing prac¬ 
tice, except that It may not be used to 
color foods for which standards of iden¬ 
tity have been promulgated under section 
401 of the act, unless the use of added 
color is authorized by such standards. 

<d) Labeling. The color additive and 
any mixtures Intended solely or In part 
tor coloring purposes prepared therefrom 
shall bear, In addition to the other In¬ 
formation required by the act. labeling 
In accordance with the provisions of 
9 70.25 of this chapter. 

(e> Exemption from certification. 
Certification of this color additive Is not 
necessary for the protection of the public 
health, and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(c) of the act. 

Sub part B—Drugs 

§73.1001 Diluent* in rolor udciilivr 
mixture* for drug u»e exempt from 
rertilirnlion. 

The following diluents may be safely 
used In color additive mixtures that are 
exempt from certification and which are 
to be used for coloring drugs, subject to 
the condition that each straight color in 
the mixture has been exempted from cer¬ 
tification or. if not so exempted, is from 
a batch that has previously been certified 
and has not changed in composition since 
certification. Such listing of diluents is 
not to be construed as superseding any of 
the other requirements of the Federal 
Food. Drug, and Cosmetic Act with re¬ 
spect to drugs, including new drugs. If 
a definition and specification for a par¬ 
ticular diluent is not set forth in this 
subpart, the material shall be of a 
purity consistent with Its intended use. 

(a) Ingested drugs—(1) General use. 
Diluents Msted in 9 73.1(a) and the fol¬ 
lowing: 


Mutjetancm 


Definition* and aperiffeatfooe 


Heat fiction 




laopropyl alcohol 

Polyoxyethylene (30) •orbUiUi motto- As art forth In mo. I72.SN of llite 
vtaarale (Potytorbato SO). rhaptir. 

I’olynty fitly ten* (33) aotbltaii trl- A* set forth In me. iriSM of thia 
at ear ate (PolysorUtr 16). chapter. 

Pol yantr bate 10.-. As mi forth in mc. 172JM0 of thte 

chapter. 

PolyvIny 1 -p>rmUdona.. Aj art forth in tec. 171.116 of thi* 

chapter. 

Par hit an mrM Mi n leale_ 

Sorbttan monootearaU. /-As art forth'in mc.' I7XS42* of lhlc 

chapter, 

SorMtan tr io l eate ._____ __ T 


lit <v4or coat hunt for pharmaceutical 
forma, no rteldno. 
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(2) Special use: inks for branding 
pharmaceutical forms . Items listed in 
paragraph (aXl) of this section, 173.1 

(b) (1) (i>. and the following: 

Ethyl lactate. 

Polyoxyethylene oorhttaxs monolnuratc (20). 

(b) Externally applied drugs. Dilu¬ 
ents listed in paragraph (a)(1) of this 
section and the following: 

Definitions and 
Substances specifications 

B«n*yl alcohol_ As set forth In ST. XT. 

Ethyl cellulose- Am set forth In f 172 808 

of this chapter. 

Hydroxyethyl - 

ceiluloa®. 

llydroxypropyl Aa set forth in I 172.870 

cellulose. of this chapter. 

§ 73.1010 Alumina (dried aluminum 
hydroxide). 

(a> Identity. (1) The color additive 
alumina (dried aluminum hydroxide) is 
a white, odorless, tasteless, amorphous 
powder consisting essentially of alumi¬ 
num hydroxide (A1XVX H.O). 

<2) Color additive mixtures for drug 
use made with alumina (dried aluminum 
hydroxide) may contain only those dilu¬ 
ents listed In this uubpart as safe and 
suitable for use In color additive mix¬ 
tures for coloring drugs. 

<b) Specifications. Alumina (dried 
aluminum hydroxide > shall conform to 
the following specifications: 

Acidity or alkalinity: Agitata 1 gram of tho 
color additive with 25 milliliters of water 
and filler. The filtrate xhall be neutral to 
litmus paper. 

Matter Insoluble In dilute hydrochloric acid. 

not more than OA percent. 

Lead (as Pb), not more than 10 parts per 
million. 

Arsenic (as As), not more l part per 

million. 

Mercury (aa Hg), not more than 1 part per 
million. 

Aluminum oxide <ALO«), not lew than 50 
percent. 

<c) Uses and restrictions. Alumina 
(dried aluminum hydroxide) may be 
safely used in amounts consistent with 
good manufacturing practice to color 
drugs generally'. 

(d) Labeling requirements. The label 
of the color additive and of any mixtures 
prepared therefrom Intended solely or in 
part for coloring purposes shall conform 
to the requirements of *70.25 of this 
chapter. 

<e) Exemption from certification. Cer¬ 
tification of this color additive is not 
necessary for the protection of the pub¬ 
lic health, and therefore batches thereof 
arc exempt from the certification re¬ 
quirements of section 706(c) of the act. 


§ 73.1015 Clirumiuni-colmlLaluiiiinuni 
o\ iilr. 

(a) Identity . The color additive chro- 
mium-cobalt-alumlnum oxide is a blue- 
green pigment obtained by calcining a 
mixture of chromium oxide, cobalt car¬ 
bonate. and aluminum oxide. It may con¬ 
tain small amounts (less than 1 percent 
each) of oxides of barium, boron, silicon, 
and nickel. 


RULES AND REGULATIONS 

(b) Specifications. Chromium-cobalt- 
aluminum oxide shall conform to the 
following specifications: 

Chromium, calculated a a 0,0,, 34-87 per¬ 
cent. 

Cobalt, calculated ae CoO, 22-34 percent. 
Aluminum, calculated aa AL,0,. 22-35 per¬ 
cent. 

Lead (as Pb). not more than 30 parts per 
million. 

Arsenic <ae Aa), not more than 3 parts per 
million. 

Total oxides of aluminum, chromium, and 
cobalt not Ism than 07 percent. 

Lead and arsenic shall be determined in 
the solution obtained by boiling 10 grams 
of the chromium-cobalt-aluminum oxide 
for 15 minutes in 50 milliliters of 0.5 N 
hydrochloric acid. 

<C) Uses and restrictions . The color 
addltlv^chromium-cobalt-aluminum ox¬ 
ide may be safely used for coloring linear 
polyethylene surgical sutures. U.8.P.. for 
use in general surgery, subject to the fol¬ 
lowing restrictions: 

(1> For coloring procedure, the color 
additive is blended with the polyethylene 
resin. The mixture is heated to a tem¬ 
perature of 50C*-550* F. and extruded 
through a fixed orifice. The filaments are 
cooled, oriented by drawing, and set by 
annealing. 

(2) The quantity of the color additive 
does not exceed 2 percent by weight of 
the suture material. 

(3) The dyed suture shall conform in 
all respects to the requirements of the 
U.S.P. 

(4) When the sutures are used for 
the purpose specified in their labeling, 
there Is no migration of the color addi¬ 
tive to the surrounding tissue. 

(5) If the suture is a new drug, an 
approved new drug application, pursuant 
to section 505 of the Federal Food. Drug, 
and Cosmetic Act. is In effect for it. 

(d) Labeling. The label of the color 
additive shall conform to the require¬ 
ments of I 70.25 of this chapter. 

ie) Exemption from certification. Cer¬ 
tification of this color additive is not 
necessary for the protection of the pub¬ 
lic health, and batches thereof are ex¬ 
empt from the certification requirements 
of section 706(c) of the act 

g 73.1025 Ferric ammonium citrate. 

(a) Identity. The color sddltlve ferric 
ammonium citrate consists of complex 
chelates prepared by the interaction of 
ferric hydroxide with citric acid in the 
presence of ammonia. The complex che¬ 
lates occur in brown and green forms, 
are deliquescent in air, and are reducible 
by light. 

(b) Specifications. Ferric ammonium 
citrate shall conform to the following 
specifications and shall be free from Im¬ 
purities other than those named to the 
extent that such impurities may be 
avoided by good manufacturing practice: 

Iron (as Ft), not lew than 14 5 percent and 
not more than 18.5 percent. 

Lead (aa Pb). not more than 20 p/m. 

Arsenic (as As), not more than 3 p/m. 

(c) Uses and restrictions. Ferric am¬ 
monium citrate may be safely used In 


combination with pyrogallol (as listed In 
5 73.1375), for coloring plain and 
chromic catgut sutures for use in general 
and ophthalmic surgery subject to the 
following conditions: 

(1) The dyed suture shall conform in 
all respects to the requirements of the 
U.S-P. 

(2) The level of the ferric ammonium 
citrate-pyrogallol complex shall not ex¬ 
ceed 3 percent of the total weight of the 
suture material. 

(3) When the sutures are used for the 
purposes specified in their labeling, there 
Is no migration of the color additive to 
the surrounding tissue. 

(4) If the suture is a nev drug, an 
approved new drug application, pursu¬ 
ant to section 505 of the act. is in effect 
for It. 

(d> Labeling. The labeling of the color- 
additive shall conform to the require¬ 
ments of | 70 25 of this chapter. 

(e> Exemption from certification. Cer¬ 
tification of this color additive is not 
necessary for the protection of the pub¬ 
lic health and therefore batches thereof 
are exempt from the requirements of sec¬ 
tion 706(c) of the act. 

(Sec. 708(b)(1), (c)(2). (d); 74 Stat. 322. 
402-403; 21 U.8.C. 376 (b)(1), (C)(2). <d).) 

§73.1030 Annnlto extract. 

(a) Identity and specifications. (1) 
The color additive annntto extract shall 
conform In Identity and specifications to 
the requirements of 1 73.30(a)(1) and 
<b>. 

(2) Color additive mixtures for drug 
use made with annatto extract may con¬ 
tain only those diluents that are suitable 
and that are listed in this subpart as 
safe in color additive mixtures for color¬ 
ing Ingested drugs. 

<b> Uses and restrictions. The color 
additive annatto extract may be used for 
coloring ingested drugs generally in 
amounts consistent with good manufac¬ 
turing practice. 

<c) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom and Intended solely or in part 
for coloring purposes shall conform to 
the requirements of f 70.25 of this chap¬ 
ter. Labels shall bear information show¬ 
ing that the color is derived from 
annatto seed. The requirements of I 70.25 
(a) of this chapter that all Ingredients 
shall be listed by name shall not be con¬ 
strued as requiring the declaration of 
residues of solvents listed in 5 73.30(a) 
(Dell) of this chapter. 

(d) Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the public 
health and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706<c) of the act. 

§ 73.1070 Calcium riiiixuuile. 

(a) Identity. (1) The color additive 
calcium carbonate Is a fine, white, syn¬ 
thetically prepared powder consisting es¬ 
sentially of precipitated calcium carbo¬ 
nate (CaCOi). 

(2) Color additive mixtures for drug 
use made with calcium carbonate may 
contain only those diluents listed in this 
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subpart as sale and suitable for use 
In color additive mixtures for coloring 
drug*. 

Cb) Specifications. Calcium carbonate 
shall meet the specifications for pre¬ 
cipitated calcium carbonate in the U.8P. 

<c) Uses and restrictions. Calcium 
carbonate may be safely used In amounts 
consistent with good manufacturing 
practice to color drugs generally. 

(d) Labeling requirements. The label 
of the color additive and of any mixtures 
prepared therefrom intended solely or in 
part for coloring purposes shall conform 
to the requirements of l 70.25 of this 
chapter. 

(e) Exemption from certification. Cer¬ 
tification of this color additive is not 
necessary for the protection of the public 
health, and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(0 of the act. 

§ 73.1075 Lanlliavunlliin. 

(a> Identity and specifications . (1) 
The color additive can thaxan thin shall 
conform in identity and specifications to 
the requirements of | 73.75(a) <1> and 

<b>. 

(2) Color additive mixtures lor in¬ 
gested drug use made with can thaxan- 
thin may contain only those diluents that 
are suitable and that are listed in this 
Mibpart as safe In color additive mixtures 
for coloring ingested drugs. 

<b) Uses and restrictions. Can thaxan - 
thtn may be safely used for coloring in¬ 
gested drugs generally in amounts con¬ 
sistent with good manufacturing 
practice. 

(c> Labeling requirements. The label 
of the color additive and of any mixtures 
prepared therefrom Intended solely or in 
part for coloring purposes shall conform 
to the requirements of t 70.25 of this 
chapter. 

<d) Exemption from cerM/lcation. Cer¬ 
tification of this color additive is not nec¬ 
essary for the protection of the public 
health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§ 73.1085 (jiranxi. 

<a> Identity and specifications, tl) 
The color additive caramel shall con¬ 
form in identity and specifications to the 

requirements of l 73.85<a) (1). (2). and 
<3> and (b>. 

(2) The diluents in color additive mix¬ 
tures for drug use containing caramel 
shall be limited to those listed in this 
sub part os safe and suitable In color 
additive mixtures for coloring drugs. 

(b) Uses and restrictions. Caramel 
may be used for coloring ingested and 
topically applied drugs generally in 
amounts consistent with good manufac¬ 
turing practice. 

<c) Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the pub¬ 
lic health and therefore botches thereof 
are exempt from the certification re¬ 
quirement of section 706<c) of the act. 

§ 73.1005 /Mjimlrnr. 

•a) Identity and specifications. (1) 
The color additive ^-carotene shall con¬ 


form in identity and specifications to the 
requirements of 5 73.95(a)(1) and <b). 

(2) The diluents in color additive 
mixtures for drug use containing -car¬ 
otene are limited to those listed in this 
subpart as safe and suitable In color 
additive mixtures for coloring ingested 
drugs. 

(b) Uses and restrictions. ^-Carotene 
may be used for coloring ingested drugs 
generally in amounts consistent with 
good manufacturing practice. 

(c> Labeling requirements. The la¬ 
beling of the color additive and any mix¬ 
tures intended solely or in part for 
coloring purposes prepared therefrom 
shall conform to the requirements of 
i 70.25 of this chapter. 

(d) Exemption from certification . 
Certification of this color additive is not 
necessary for the protection of the public 
health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§ 73.1100 Corhinrul extract; carmine. 

(a) Identity and specifications. (1) 
The color additives cochineal extract and 
carmine shall conform in identity and 
specifications to the requirements of 
173.100(a) (1) and (2) and (b). 

(2) Color additive mixtures for drug 
use made with ay-mine and cochineal 
extract may contain only those diluents 
that arc suitable and that are listed in 
this subpart as safe in color additive 
mixtures for coloring drugs. 

<b) Uses and restrictions. Cochineal 
extract and carmine may be safely used 
for coloring ingested and externally ap¬ 
plied drugs in amounts consistent with 
good manufacturing practice. 

(c) Labeling requirements. The label 
of the color additives and any mixtures 
Intended solely or in part for coloring 
purposes prepared therefrom shall con¬ 
form to the requirements of f 70.25 of 
this chapter. 

id) Exemption from certification. Cer¬ 
tification of these color additives is not 
necessary for the protection of the pub¬ 
lic health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act 

§73.1125 Polnaiam nodiuiu rupprr 
citloropyhllin (rliloropliy llin-roppcr 
complex). 

<a) Identity. (1) The color additive 
potassium sodium copper chlorophy llin is 
a green to black powder obtained from 
chlorophyll by replacing the methyl and 
phytyl ester groups with alkali and re¬ 
placing the magnesium with copper. The 
source of the chlorophyll is dehydrated 
alfalfa. 

<2> Color addltiTe mixtures for drug 
use made with potassium sodium copper 
chlorophyllin may contain only those 
diluents that are suitable and that are 
listed in this subpart as safe for use in 
color additive mixtures for coloring 
drugs. 

(b) Specifications. Potassium sodium 
copper chlorophyllin shall conform to 
the following specifications and shall be 
free from impurities other than those 
named to the extent that such other 


Impurities may be avoided by good man¬ 
ufacturing practice: 

Moisture, not more then 5.0 percent. 

Nitrogen, not more than 5.0 percent. 
pH of 1 percent solution, 9 to 11. 

Total copper, not lew than 4 percent end not 
more than 6 percent. 

Free copper, not more than 025 percent. 

Iron, not more than 05 percent. 

Lead (as Pb). not more than 20 part* per 
million. 

Arsenic <m Aa). not more than 6 part* per 
million. 

Ratio, absorbance at 405 ito abxorbance 
at 630 not less than 3.4 and not more 
than 3.0. 

Total color, not leas than 75 percent. 

(c) Uses and restrictions. Potassium 
sodium copper chlorophyllin may be 
safely used for coloring dentifrices that 
are drugs at a level not to exceed 0.1 per¬ 
cent. Authorization for this use shall not 
be construed as waiving any of the re¬ 
quirements of section 505 of the act with 
respect to the drug in which it is used. 

<d) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of 5 70.25 of this chapter. 

(e> Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the public 
health and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(c) of the act. 

§73.1150 Dihydrox^ttccloiic. 

(a) Identity. (1) The color additive di¬ 
hydroxy acetone is 1.3-dihydro xy-2-pro- 
panone. 

<2> Color additive mixtures for drug 
use made with dlhydroxyacetone may 
contain only those diluents that are 
listed In this subpart as safe and suit¬ 
able in color additive mixtures for color¬ 
ing externally applied drugs. 

(b) Specifications. Dihydroxyacctone 
shall conform to the following specifica¬ 
tions and shall be free from impurities 
other than those named to the extent 
that such Impurities may be avoided by 
good manufacturing practice: 

Volatile matter (at 34 6* C. for 3 hours at a 
procure of not more than 30 mm. mer¬ 
cury). not more than 0.5 percent. • 
Residue on Ignition, not more than 0.4 per¬ 
cent. 

Lead (as Pb). not more than 20 parts per 
million. 

Arsenic (as As), not more than 3 parts per 
million. 

Iron (as Fe), not more than 25 parts per 
million. 

12-dihydroxy-2-propAiione. not less than 98 
percent. 

(e) Uses and res frictions. Dihydroxy- 
acctone may be safely used in amounts 
consistent with good manufacturing 
practice in externally applied drugs in¬ 
tended solely or In part to Impart a color 
to the human body. Authorization for 
this use shall not be construed as waiv¬ 
ing any of the requirements of section 
505 of the act with respect to the drug in 
which it is used. 

(d) Labeling requirements. The label 
of the color additive and any mixtures 
prepared therefrom intended solely or 
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In part (or coloring purposes shall con¬ 
form to the requirements of I 70.25 of 
this chapter. 

(e> Exemption from certification . 
Certification of this color additive Is not 
necessary for the protection of the public 
health and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(c) of the act. 

§ 75.1200 Synthetic iron oxide. 

(a) Identity. (1) The color additive 
synthetic iron oxide consists of any one 
or any combination of synthetically pre¬ 
pared iron oxides, including the hydrated 
forms. It is free from admixture with 
other substances, 

(2) Color additive mixtures for drug 
use made with synthetic iron oxide may 
contain only those diluents listed In this 
subpart as safe and suitable In color 
additive mixtures for coloring drugs. 

<b> Specifications. Synthetic iron oxide 
shall conform to the following specifica¬ 
tions, all on an “as is" basis: 

Arsenic (as As), not more than 3 parts per 
million. 

Lead (as Pb). not more than 10 parts per 
million. 

Mercury (as Hg), not more than 3 parts 
per million. 

(c) Uses and restrictions . The color 
additive synthetic iron oxide may be 
safely used to color Ingested or topically 
applied drugs generally subject to the 
restriction that if the color additive Is 
used in drugs ingested by man the 
amount consumed in accordance with 
labeled or prescribed dosages shall not 
exceed 5 milligrams, calculated as ele¬ 
mental Iron, per day. 

<d) Labeling requirements. The label 
of the color additive and any mixtures 
Intended solely or in part for coloring 
purposes prepared therefrom shall con¬ 
form to the requirements of } 70.25 of 
this chapter, 

<e> Exemption from certification. Cer¬ 
tification of this color additive is not 
necessary for the protection of the pub¬ 
lic health, and therefore batches there¬ 
of are exempt from certification require¬ 
ments of section 706(c) of the act. 

§73.1375 Pyrogalloi. 

(a) Identity . The color additive pyro- 
gallol is 1.2.3-trihydroxybenzene 

lb) Specifications. Pyrogalloi shall 
conform to the following specifications 
and shall be free from impurities other 
than those named to the extent that 
such impurities may be avoided by good 
manufacturing practice: 

Melting point, between 130* and 133* C 
ItMlduf on Ignition, not more than 0.1 per- 
oent. 

bead (a* Pb). not more than 20 p m (parts 
per million). 

Arsenic (m As>, not more than 3 p/m. 

(c) Uses and restrictions. Pyrogalloi 
may be safely used In combination with 
ferric ammonium citrate (as listed in 
ft 73.1025), for coloring plain and chromic 
catgut sutures for use in general and 
ophthalmic surgery, subject to the fol¬ 
lowing restrictions: 

(1) The dyed suture shall conform In 
all respects to the requirements of the 
U.S.P. 


(2> The level of the ferric ammonium 
cltrate-pyrogallol complex shall not ex¬ 
ceed 3 percent of the total weight of the 
suture material, 

(3) When the sutures are used for the 
purposes specified in their labeling, there 
is no migration of the color additive to 
the surrounding tissue. 

(4) If the suture is a new drug, an 
approved new drug application, pursuant 
to section 505 of the act, is in effect for it. 

(d) Labeling. The label of the color 
additive shall conform to the require¬ 
ments of ft 70.25 of this chapter. 

(e) Exemption from certification. Cer¬ 
tification of this color additive Is not 
necessary for the protection of the public 
health and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(c) of the act. 

(Secs. 704 (b)(1). (c)(2). (d): 74 8t*t 399. 
402-403; 21 U8.C. 376 (b)(1). (c)(2). <d).) 

§73.1100 Pyrophyllite. 

(a) Identity. (1) The color additive 
pyrophyllite is a naturally occurring 
mineral substance consisting predom¬ 
inantly of a hydrous aluminum silicate. 
AiiO* 4SiO, H,0. intimately mixed with 
lesser amounts of finely divided silica, 
810,. Small amounts, usually less than 
3 percent, of other silicates, such as po¬ 
tassium aluminum silicate, may be pres¬ 
ent Pyrophyllite may be identified and 
semiquantitatively determined by its 
characteristic X-ray powder diffraction 
pattern and by its optical properties. 

(2) Color additive mixtures made with 
pyrophyllite are limited to those listed 
in this subpart os safe and suitable in 
color additive mixtures for coloring ex¬ 
ternally applied drugs. 

(b) Specifications. Pyrophyllite shall 
conform to the following specifications: 
Lend (as Pb), not more than 20 parts per 

million. 

Arsenic (as As), not more than 3 parts per 

million. 

Lead and arsenic shall be determined In 
the solution obtained by boiling 10 grams 
of the pyrophyllite for 15 minutes in 50 
milliliters of 0.5N hydrochloric acid. 

<c> Uses and restrictions. Pyrophyl- 
iite may be safely used in amounts con¬ 
sistent with good manufacturing practice 
to color drugs that are to be externally 
applied. 

<d> Labeling requirements. The la¬ 
beling of the color additive and any mix¬ 
tures prepared therefrom intended solely 
or in part for coloring purposes shall con¬ 
form to the requirements of ft 70.25 of 
this chapter. 

(e> Exemption from certification. Cer¬ 
tification of this color additive is not 
necessary for the protection of the public 
health, and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

§73.1550 Talc. 

(a) Identity. (1 > The color additive 
talc is a finely powdered, native, hydrous 
magnesium silicate sometimes containing 
a small proportion of aluminum silicate. 

(2) Color additive mixtures for drug 
use made with talc may contain only 
those diluents listed in this subpart as 


safe and suitable for use in color additive 
mixtures for coloring drugs. 

<b) Specifications. Talc shall meet 
the specifications for talc in the U-SP. 
and the following: 

Lead (a* Pb). not more than 20 parte per 
million, 

Arsenic (as As), not more than 3 parts per 
million. 

Lead and arsenic shall be determined in 
the solution obtained by boiling 10 grams 
of the talc for 15 minutes in 50 milliliters 
of 0.5 N hydrochloric acid. 

(c) Uses and restrictions. Talc may 
be safely used In amounts consistent with 
good manufacturing practice to color 
drugs generally. 

<d> Labeling requirements. The label 
of the color additive and of any mixtures 
prepared therefrom intended solely or in 
part for coloring purposes shall conform 
to the requirements of ft 70.25 of this 
chapter. 

<e) Exemption from certification. Cer¬ 
tification of this color additive is not 
necessary for the protection of the public 
health, and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(c) of the act. 

§ 73.1575 Titanium dioxide. 

(a) Identity and specifications. (1> 
The color additive titanium dioxide shall 
conform In identity and specifications to 
the requirements of 1 73.575(a)(1) and 

(b). 

(2) Color additive mixtures for drug 
use made with titanium dioxide may con¬ 
tain only those diluents that are suitable 
and that are listed in this subpart as safe 
In color additive mixtures for coloring 
drugs, and the following: Silicon dioxide. 
SIO , and/or aluminum oxide. ALO>. as 
dispersing aids—not more than 2 percent 
total. 

(b) Uses and restrictions. The color 
additive titanium dioxide may be used 
for coloring ingested and externally 
applied drugs generally. In amounts con¬ 
sistent with good manufacturing prac¬ 
tice. External application includes use 
in the area of the eye. 

(c) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom and intended solely or in part 
for coloring purposes shall conform to 
the requirements of ft 70.25 of the chap¬ 
ter. 

(d) Exemption from certification. Cer¬ 
tification of this color additive is not 
necessary for the protection of the public 
health and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(c) of the act. 

Subpart C—Cosmetics 
§ 73.2120 Dbodltun KDTA-copper. 

<a) Identity. The color additive diso¬ 
dium EDTA-copper is disodium [[NJt - 
1.2 - ethanediylbisl/V - (carboxymethyl) 
glyclnatol 1 (4-) - JVJV\0.0'.0".0“ , 1 cu- 

prate(2-). _ 

(b> Specifications. Disodium EDTA- 
copper shall conform to the following 
specifications and shall be free from Im¬ 
purities other than those named to the 
extent that such impurities may be 
avoided by good manufacturing practice: 
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Total copper, not lttfl than 13.5 percent. 
Total (©thylcne-dlnltrlio) vetniace tic acid. 

not lew than 02 5 percent. 

Free copper, not more than 100 parts per 
million. 

Free disodlum salt of (ethytene-dlrUtrllo) 
tetmacetic acid, not more than I JO percent. 
Moisture, not more than 15 percent. 

Water Insoluble matter, not more than 0 2 
percent. 

Lead (as Pb). not more than 20 parts per 
million. 

Arsenic (as As), not more than 3 parts per 
million. 

(c) Uses and restrictions. Di.sodium 
EDT A-copper may be safely used In 
amounts consistent with good manufac¬ 
turing practices in the coloring of sham¬ 
poos which are cosmetics. 

(d) Labeling requirements. The label¬ 
ing of the color additive shall conform 
to the requirements of f 70.25 of this 
chapter. 

(e) Exemption from certification. Cer¬ 
tification of this color additive U not nec¬ 
essary for the protection of the public 
health and therefore batches thereof are 
exempt from the requirements of section 
706(c) of the act. 

§ 73.2125 PoIrtMiufn Mxlium copprr 
rhlomplt* ilin (rhloroph yllin-coppr r 
complex). 

(a) Identity and specifications. The 
color additive potassium sodium copper 
chlorophyllln shall conform in Identity 
and specifications to the requirements of 
* 73.1125(a)(1) and (b). 

<b) Uses and restrictio *. Potassium 
sodium copper chlorophyllln may be 
safely used for coloring dentifrices that 
are cosmetics subject to the following 
conditions: 

(1) It shall not be used at a level In 
excess of 0.1 percent. 

(2) It may be used only lr. combina¬ 
tion with the following substances: 

Water. 

Glycerin. 

Sodium carboxymetbylcelluloae. 

Tetr&sodlum pyrophosphate. 

Sorbitol. 

Magnexhim phosphate. trthaute 
Calcium carbonate 
Calcium phosphate. dibasic. 

Sodium N-lf uroyl aorcoainate. 

Artificial sweeten era that are generally recog¬ 
nised as safe or that are authorised under 
Subchapter B or this chapter. 

Flarom that are generally recognized as safe 
or that are authorised under Subchapter B 
of this chapter. 

Preservatives that are generally recognized as 
safe or that are authorized under Subchap¬ 
ter B of this chapter. 

<c> Labeling. The label of the color 
additive shall conform to the require¬ 
ments of | 70.25 of this chapter. 

1 d> Exemption from certification. Cer¬ 
tification of this color additive Ls not 
necessary for the protection of the public 
health and therefore batches thereof are 
exempt from the certification require¬ 
ments of section 706(c) of the act. 

§73.2150 I)ili)dn»\>Ar(ionf. 

(a) Identity and specifications. The 
color additive dihydroxy acetone ihiU 
conform in identity and specifications to 
the requirements of § 73.1150ia)U> and 
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(b) Uses and restrictions. Dihydrox- 
yacetone may be safely used in amounts 
consistent with good manufacturing 
practice in externally applied cosmetics 
intended solely or in port to import a 
color to the human body. 

<c> Labeling requirements. The label¬ 
ing of the color additive and any mix¬ 
tures prepared therefrom intended solely 
or in part for coloring purposes shall con¬ 
form to the requirements of * 70.25 of 
this chapter. 

cd) Exemption from certification . Cer¬ 
tification of this color additive is not 
necessary tor the protection of the pub¬ 
lic health and therefore batches thereof 
are exempt from the requirements of 
section 706(c) of the act. 

(Sec. 706(b)(1). (c)(2). (d). 74 Slat. 30*- 
402; 21 US C. 376(b) (I). (c)(2). <d).) 

§ 73.2180 Cuaiaziitritc. 

(a) Identity. (1) The color additive, 
guniazulcne. Ls principally 1.4-dimcthyl- 
7-isopropyl-azulene, 

(2) Color additive mixtures of gual- 
azulcne for cosmetic use may contain the 
following diluent: 

Polyethylene glycol-40 castor oil (PEO-40 
caaior oil). 

Saponification No.. 60 to 70. 

Hydroxyl No,. 63 to 76. 

Acid No.. <2. 

Specific gravity, 1.05 to 1.07, 

(b) Specifications. Oualazulcne shall 
conform to the following specifications 
and shall be free from impurities, other 
than those named, to the extent that 
such oilier impurities may be avoided by 
good manufacturing practice. 

Melting point, 30A* C to 31 A* C. 

Lead (ax Pb). not more than 20 part* per 
mOllon. 

Arsenic (as As), not more than 3 parts per 
million 

Mercury (as Hg>, not more than 1 part per 
minion 

Total color, not leas than 99 percent. 

(c) Uses and restrictions. Guaiazulenc 
may be safely used in externally applied 
cosmetics In amounts consistent with 
good manufacturing practice. 

(d) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of § 70.25 of this chapter. 

<e) Exemption from certification. Cer¬ 
tification of this color additive for the 
prescribed use is not necessary for the 
protection of the public health and 
therefore batches thereof are exempt 
from the certification requirements of 
section 706(c) of the act. 

§ 73.2190 Henna. 

(a) Identity. The color additive hen¬ 
na Is the dried leaf and petiole of 
Lawsonia alba Lam. (Lawsonia inermis 
L.). It may be identified by its character¬ 
istic odor and by characteristic plant 
histology. 

<b) Specifications. Henna shall con¬ 
form to the following specifications: 

It shall not contain more than 10 percent 
of plant materia! from Lawsonia alba lam. 
(Lawsonia inermis L ) other than the leaf 
and petiole, and shall be free from admixture 


with material from any other specie* of 
plant. 

Mobilure. not more than 10 percent. 

Total ash. not more than 15 percent. 
Acld-inaoluble aah. not more than 5 percent 
Lead (aa Pb). not more than 20 parts per 
million. 

Arsenic (aa Aa). not more than 3 parts per 
million. 

Cc) Uses and restrictions. The color 
additive henna may be safely used for 
coloring hair only. It may not be used 
for coloring the eyelashes or eyebrows, 
or generally in the area of the eye. 

(d> Labeling. The label for henna shall 
bear the information required by V 70.25 
of this chapter and the following state¬ 
ments or their equivalent: 

-Do not use In the area of the eye.** 

"Do not use on cut or abraded scalp.” 

(e > Exemption from certifica tign. Cer¬ 
tification of this color additive for the 
prescribed use Ls not necessary for the 
protection of the public health and 
theiWore batches thereof are exempt 
from the certification requirements of 
section 706(c) of the act. 

§ 73.2250 Iron o\id«. 

(a) Identity. The color additives iron 
oxides consist of any one or any combi¬ 
nation of synthetically prepared iron 
oxides, including the hydrated forms. It 
ls free from admixture with other sub¬ 
stances. 

<b> Specifications. Iron oxides shall 
conform to the following specifications, 
all on an "as is" basis: 

Arsenic (aa As), not more than 3 parts per 
million. 

Lead (aa Pb). not more than 10 parts per 
million. 

Mercury (as Hg). not more than 3 parts per 
million. 

<c) Uses and restrictions. Iron oxides 
arc safe for use In coloring cosmetics 
generally, including cosmetics applied to 
the area of the eye. In amounts consistent 
with good manufacturing practice. 

' <d> Labeling. The color additive and 
any mixture prepared therefrom in¬ 
tended solely or in part for coloring pur¬ 
poses shall bear, in addition to any in¬ 
formation required by law. labeling in 
accordance with $ 70.25 of this chapter. 

<e) Exemption from certification. Cer¬ 
tification of this color additive is not 
necessary for the protection of the pub¬ 
lic health, and therefore batches thereof 
are exempt from certification pursuant 
to section 706(c) of the act. 

§ 73.2 TOO Pyroptiyllilr. 

(a) Identity and specifications. The 
color additive pyrophyllite shall conform 
in Identity and specifications to the re¬ 
quirements of f 73.1400(a)(1) and (b). 

(b) Uses and restrictions. Pyrophyl¬ 
lite may be safely used for coloring ex¬ 
ternally applied cosmetics, in amounts 
consistent with good manufacturing 
practice. 

<c) Labeling requirements. The la¬ 
beling of the color additive and any mix-. 
lures prepared therefrom intended solely 
or in part for coloring purposes shall 
conform to all applicable requirements 
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of law. including the requirements of 
i 70.25 of this chapter. 

<d> Exemption from certification. 
Certification of this color additive is not 
necessary for the protection of the pub¬ 
lic health and therefore batches thereof 
are exempt from the certification re¬ 
quirements of section 706(c) of the act. 

(Sec*. 700(b), (c). and (d). 74 Btat. 390-403: 
21 USC 376(b), (c). and <d).) 

8 73.2375 Titanium dinxidt*. 

(a* Identity and specifications. The 
color additive titanium dioxide shall con¬ 
form In identity and specifications to the 
requirements on S 73.575(a) <1> and (b>. 

<b> Uses and restrictions. The color 
additive titanium dioxide may be safely 
used in cosmetics, including cosmetics 
intended for use in the area of the eye. 
In amounts consistent with good manu¬ 
facturing practice. 

(c> Labeling requirements. The color 
additive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall bear, in addition 
to any other information required by 
law. labeling In accordance with the 
provisions of $ 70.25 of this chapter. 

(d> Exemption from certification. 
Certification of this color additive is not 
necessary' for the protection of the pub¬ 
lic health, and therefore batches thereof 
are exempt from certification pursuant 
to section 706(c) of the act. 

(Secs. 706(b). (c). and (d). 74 Stat 399- 
403; 21 US.C. 376(b). (c), and (d).) 

§ 7.1.2725 I I tram art lit**. 

(a* Identity. The color additives, ul¬ 
tramarines (blue, green, pink, red. and 
violet) are pigments obtained by calcin¬ 
ing at temperatures above 700° C. a mix¬ 
ture of kaolin, sulfur, sodium carbonate, 
allicious matter, sodium sulfate, and car¬ 
bonaceous matter, but not necessarily 
all these substances, to produce a single 
color. The ultramarines are complex so¬ 
dium aluminum sulfosllicates having a 
typical formula NaiA18iO)8 with pro¬ 
portions of each element varying with 
each color. 

ib> Specifications. The ultramarines 
shall conform to the following specifica¬ 
tions and shall be free from impurities 
other than those named, to the extent 
that such other impurities may be 
avoided by good manufacturing practice. 

Lend (as Pb), not more than 20 partii per 
million 

Arsenic (as Aa). not more than 3 parts per 
mllUon. 

Mercury <a* fig), not more than 1 part per 
mUllon. 

(c) Use and restrictions. The ultra¬ 
marine pigments may be safely used for 
coloring externally applied cosmetics, in¬ 
cluding cosmetics intended for use in the 
area of the eye. in amounts consistent 
with good manufacturing practice. 

<di Labeling requirements. The color 
additives and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall bear. In addition 
to any other Information required by 
law. labeling in accordance with l 70.25 
of this chapter. 


(e> Exemption from certification. 
Certification of this color additive is 
not necessary for the protection of the 
public health, and therefore batches 
thereof are exempt from certification 
pursuant to section 706<c> of the act. 

§ 73.2773 MunguncM' >iolri. 

(a) Identity. The color additive man¬ 
ganese violet is a violet pigment ob¬ 
tained by reacting phosphoric acid, am¬ 
monium dlhydrogen orthophosphate, 
and manganese dioxide at temperatures 
above 450* F. The pigment is a manga¬ 
nese ammonium pyrophosphate complex 
having the approximate formula: Mn 
tin> NH.P.O,. 

<b> Specifications. Manganese violet 
shall conform to the following specifica¬ 
tions and shall be free from impurities 
other than those named, to the extent 
that such other impurities may be 
avoided by good manufacturing practice: 

Ash (at 600* C), not loss than 81 percent 
Volatile matter at 135* C for 3 hour*, not 
more than 1 percent. 

Water soluble substances, not more than 6 
percent. 

pH of filtrate of 10 grams color additive 
(shaken occasionally for 2 hours with 100 
mlUUltcrs of freshly boiled distilled water). 
not more than 4.7 and not less than 26. 
Lead (as Pb), not more than 20 parts per 
million. 

Arsenic (as As), not more than 3 parts per 
million. 

Mercury (as Hg). not more than 1 part per 
mllUon. 

Total color, based on Mil content in “as is" 
sample, not less than 93 percent. 

(c> Uses and restrictions . Manganese 
violet Is safe for use in coloring cosmetics 
generally, including cosmetics applied to 
the area of the eye. in amounts consist¬ 
ent with good manufacturing practice. 

(d> Labeling. The color additive and 
any mixture prepared therefrom in¬ 
tended solely or in part for coloring pur¬ 
poses shall bear. In addition to any in¬ 
formation required by law, labeling in 
accordance with f 70.25 of this chapter. 

(c> Exemption from certification. Cer¬ 
tification of this color additive is not 
necesary for the protection of the public 
health, and therefore batches thereof are 
exempt from certification pursuant to 
section 706(c • of the act. 


PART 74—LISTING OF COLOR ADDITIVES 
SUBJECT TO CERTIFICATION 


Sec. 

Subpert A— Foods 

74.101 

FD&C Blue No 1. 

74360 

Orange B. 

74302 

Citrus Red No. 2 

74303 

FD&C Red No. 3. 

74340 

FD&C Red No. 40. 

74.706 

FD&C Yellow No. 6. 

Subpert 8— Drugs 

74.1045 

| Ph thalocyanlnato (2-)) copper. 

741101 

FD&C Blue No. I. 

74.1102 

FD&C Blue No. 2. 

74 1104 

D&C Blue No. 4 

74.1109 

D&C Blue No 9 

74 1205 

D&C Oreen No. 5 

74 1206 

D&C Oreen No. 6. 

74 1206 

D&C Oreen No. 8. 

74 1303 

FD&C Red No. 3. 

74 1304 

FD&C Red No. 4. 


See 

74.1317 D&C Red No. 17. 

74,1331 D&C Red No. 31. 

74.1334 D&C Red No 34. 

74.1339 D&C Red No 39 

74.1340 FD&C Red No. 40. 

74.1602 D&C Violet No 2. 

74.170ft FD&C Yellow No. ft. 

74.1707 D&C Yellow No. 7. 

74.1707s Ext D&C Yellow No. 7 

74.1708 D&C Yellow No. 0. 

74 1711 D&C Yellow No. II. 

Subpert C—Cosmetics 

74-2104 D&C Blue No. 4 

74.2151 D&C Brown No. 1. 

74-2208 D&C Oreen No. 8 
74-2304 FD&C Red No. 4 

74-2317 D&C Red No. 17 

74.3331 D&C Red No 31. 

74.2334 D&C Red No. 34. 

74 2340 FD&C Red No. 40 
74 2602 D&C Violet No. 2 
74.2602 a Ext. D&C Violet No 2 
74 2706 FD&C Yellow No. 6. 

742707 D&C Yellow No. 7. 

742707s Ext. D&C Yellow No. 7. 

742708 D&C Yellow' No. 8. 

74 2711 D&C Yellow No. i 1 

AtrniosxTT; The provisions of this Part 74 
lire Issued under secs. 701. 706. 82 Stst. 1055- 
1056 as Amended, 74 Stst. 399-407 as amended 
(21 UJ&.C. 371. 876). unless otherwise noted. 

Subpart A—Foods 

§ 71.101 FD&C Blur No. 1 

(a) Identity. (1) The color additive 
FD&C Blue No. 1 is principally the dlso- 
dium salt of ethyl 14-(p[ethyl(m-sul- 
f obenzyl) amino 1 (o-sulfopheny] > ben- 
zylidcne) - 2.5-cyclohexadien-l-ylidene J 
< m-sulf obenzyl > ammonium hydroxide 
inner salt with smaller amounts of the 
isomeric disodium salts of cthy 114-i p- 
[ ethyl ( p-sulf obenzyl) am Ino ]-<«-( o-sul- 
fophenjd > benzylidcnc J -2.5-cyclobcxa- 
dien - 1 - ylidene) < p-sulf obenzyl) ammo¬ 
nium hydroxide inner salt and ethyl 14- 
[ p-1 ethyl (o-sulfobenzyl > amino J - « - (o - 
sulf opheny 1) benzylidenel -2.5-cyclohexa- 
dien - 1 - ylidenel (o-sulfobenzyl) am¬ 
monium hydroxide inner salt. 

12) Color additive mixtures for food 
use (including dietary supplements) 
made with FD&C Blue No. 1 may contain 
only those diluents that are suitable and 
that are listed in Part 73 of this chapter 
as safe for use in color additive mixtures 
for coloring foods. 

<b) Specifications. FD&C Blue No. 1 
shall conform to the following specifica¬ 
tions and shall be free from impurities 
other than those named to the extent 
that such other impurities may be 
avoided by good manufacturing practice: 

Bum o! volatile matter (at 135" C.) and 
chlorides and sulfates (calculated as so¬ 
dium salts), not more than lft.O percent. 
Water-insoluble matter, not more than 03 
percent. 

Leuco base, not more than 5 percent. 

Bum of o-, m-. and p-sulfobenzaldohydcs. not 
more than 1.6 percent. 

N -ethyl. N-(m-nulfohecucyl) sulfanUic acid. 

not more than 0.3 percent. 

Subsidiary colors, not more than 6.0 percent. 
Chromium (as Cr). not more than B0 parts 
per million. 

Arsenic (as As), not more than 3 parts per 
million. 

Lead (as Pb). not more than 10 parts per 
million 

Total color, not lees than 85.0 percent. 
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(c> Uses and restrictions . FD&C Blue 
No. 1 may be safely used for coloring 
foods (including dietary supplements) 
generally In amounts consistent with 
good manufacturing practice except that 
it may not be used to color foods for 
which standards of Identity have been 
promulgated under section 401 of the act 
unless added color is authorized by such 
standards. 

id) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom Intended solely or in part for 
coloring purposes shall conform to the 
requirements of 8 70.25 of this chapter. 

<e> Certification. All batches of FD&C 
Blue No. 1 shall be certified in accordance 
with regulations in Part 80 of this 
chapter. 

§ 7 1.250 Orsmgo U. 

(a) Identity. <|i The color additive 
Orange B is principally the dir,odium salt 
of 1 - <4-sulXophenyl>-3-ethylcarboxy-4- 
(4-sulfonaphthy]azo> - 5 • hydroxypyr- 
azolc. 

(2» The diluents in color additive mix¬ 
tures for food use containing Orange B 
are limited to those listed in Part 73 
of this chapter as safe and suitable In 
color additive mixtures for coloring 
foods. 

(b) Specifications. Orange B shall 
conform to the following specifications: 

Volatile mmtter (»t 135* C ). not more than 
0.0 percent. 

Chlorides mud sulfates (calculated ms the 
sodium salts), not more than 7.0 percent 
Water Insoluble matter, not more than 02 
percent. 

1 - (4 -Sulfophcnyl) - 3 - ethylcarboxy - 5 - 
• hydroxypyrazolone and l-(4-sulfophenrl)- 
3-cju-boxy-5-hydroxypynurjolone. not more 
than 0.7 percent, 

Nsphthlonlc acid, not more than 0.2 percent. 
Phenylhydraxlne-p-aulfonlc acid, not more 
than 0.2 percent. 

The triaodlum salt of l-(4-*ulfophcnyl) -3- 
carboxy - 4 - (4 - sulfonaphthyUueo) -5-hy- 
droxypyrawile. not more than 8.0 percent. 
Other subsidiary dyes, not more than 1.0 per¬ 
cent. 

Lead (as Pb), not more than 10 parts per 
million. 

Arsenic (an An), not more than 1 part per 
million. 

Pure color, not lean than 87.0 percent. 

<c) Uses and restrictions . Orange B 
may be safely used for coloring the cas¬ 
ings or surfaces of frankfurters and 
sausages subject to the restriction that 
the quantity of the color additive does 
not exceed 150 parts per million by 
weight of the finished food. 

<d> Labeling requirements . The label 
of the color additive and any mixtures 
intended solely or in part for coloring 
purposes prepared therefrom shall con¬ 
form to tlie requirements of § 70.25 of 
this chapter. 

<e> Certification . All batches of 
Orange B shall be certified in accordance 
with regulations promulgated under Part 
80 of this chapter. 

§ 74.302 Citrti* Red No. 2. 

(a) Identity . (1) Tlie color additive 
Citrus Red No. 2 is principally l-(2,5- 
dimcthoxyphenylazo) -2-naphthol. 
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(2) The following diluents may be 
used in aqueous suspension, in the per¬ 
centages specified, to facilitate applica¬ 
tion to oranges in accordance with 
paragraph (c)<l) of this section: 

(1) Suitable diluents used in accord¬ 
ance with i 73.1 (a) of this chapter. 

(11) Volatile solvents that leave no 
residue after application to the orange. 

(ill) Salts of fatty acids meeting 
the requirements of I 172.863 of this 
chapter. 

(iv) Sodium tripolyphosphate, not 
more than 0.05 percent. 

fb) Specifications. Citrus Red No. 2 
shall conform to the following specifica¬ 
tions and shall be free from impurities, 
other than those named, to the extent 
that such other impurities may be 
avoided by good manufacturing practice: 

Volatile matter (at 100* C.). not more than 
05 percent. 

Water-*oluble matter, not more than 0.3 
percent 

Matter Insoluble In carbon tetrachloride, not 
more than 0.5 percent. 

Uncombined intermediates, not more than 
0.05 percent. 

Subnldiary dyes, not more than 2 0 percent 
Lead (aa Pb). not more than 10 parts per 
million 

Arsenic (as As), not more than 1 part per 
million. 

Pure color, not leas than 08 percent. 

(c) Uses and restrictions. (1) Citrus 
Red No. 2 shall be used only for coloring 
the skins of oranges that are not intended 
or used for processing (or if so used are 
designated in tlie trade as "Packinghouse 
elimination *i and that meet minimum 
maturity standards established by or 
under the Jaws of the States tn which the 
oranges are grown. 

(2) Oranges colored with Citrus Red 
No. 2 shall bear not more than 2.0 ports 
per million of such color additive, calcu¬ 
lated on the basis of the weight of the 
whole fruit. 

<d> Labeling. The label of the color 
additive and any mixtures prepared 
therefrom and intended solely or in part 
for coloring purposes shall conform to 
the requirements of 8 70.25 of tills chap¬ 
ter. To meet the requirements of | 70.25 
<b> and <c) of this chapter Uic label shall 
bear: 

(1) The statement (or its equivalent» 
“To be used only for coloring skim of 
oranges." 

(2) Directions for use to limit the 
amount of the color additive to not more 
than 2.0 parts per million, calculated on 
the basis of the weight of the whole fruit. 

«e) Certification. All batches of Citrus 
Red No. 2 shall be certified in accordance 
with regulations In Part 80 of this 
chapter. 

§ 74.303 FD&C Red N». 3. 

(a) Identity. (1) Tlie color additive 
FD&C Red No. 3 is principally tlie mono- 
hydrate of 9 (o-carboxyphenyl) -6-hy¬ 
droxy - 2,4,5,7-tetraiodo-3H-xanthen-3- 
one. disodium salt, with smaller amounts 
of lower lodinated fluoresceins. 

(2) Color additive mixtures for food 
use made with FD&C Red No. 3 may con¬ 
tain only those diluents that are suitable 
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and that arc listed in Part 73 of this 
chapter as safe for use in color additive 
mixtures for coloring foods. 

<b) Specifications. FD&C Red No. 3 
shall conform to the following specifica¬ 
tions and shall be free from impurities 
other than those named to the extent 
that such other impurities may be 
avoided by good manufacturing practice: 

Volatile matter (at 135° C.) and chloride* 
and sulfates (calculated as the sodium 
salts), total not more than 13 percent 
Water-insoluble matter, not more than 02 
percent. 

Unha logon a ted intermediates, total not more 
than 0.1 percent. 

Sodium Iodide, not more than 0.4 percent. 
Trllodoresorclnol, not more than 02 percent, 
2(2\4'-Dihydroxy-3\ 5*-dttodobenxoyl > ben¬ 
zole acid, not more than 02 percent. 
Monoiodonuoreacelns not more than IrO 
percent. 

Other lower lodinated fluoresceins, not more 
than 8.0 percent. 

Lead (as Pb). not more than 10 parts per 
million. 

Arsenic (as As), not more than 3 parts per 
million. 

Tbtal color, not less than 87 0 percent. 


(a) Identity. (1) The color uddilivc 
FD&C Red No. 40 is principally the diso¬ 
dium salt of 6-hydroxy-5-l (2-methox.v- 
5-niethyl-4-sulfophcnyl)azol - 2 - naph- 
thalenesulfonic acid. 

(2) Color additive mLxtures for food 
use (including dietary supplements) 
made with FD&C Red No. 40 may contain 
only those diluents that are suitable and 
that arc lLsted in Part 73 of this chapter 
as safe for use in color additive mixtures 
for coloring foods. 

(3) llie listing of this color additive 
Includes lakes prepared as described in 
8 82.51 of this chapter, except that the 
color additive used Is FD&C Red No. 40 
and the resultant lakes meet the specifi¬ 
cation and labeling requirements pre¬ 
scribed by 9 82.51 of this chapter. 

- <b> Speci/lcotforw. FD&C Red No. 40 
shall conform to the following specifica¬ 
tions and shall be free from impurities 
other than those named to tlie extent 
that such other impurities may be 
avoided by good manufacturing prac¬ 
tice: 

Sum of volatile matter (at 135* C.) and chlo¬ 
rides and eulfate* (calculated a* sodium 
aalU). not more than 14.0 percent 


<c> Uses and restrictions. FD&C Red 
No. 3 may be safely used for coloring 
foods generally (including dietary sup¬ 
plements) In amounts consistent with 
good manufacturing practices except 
that it may not be used to color foods 
for which standards of identity have been 
promulgated under section 401 of the act 
unless added color is authorized by such 
standards. 

(d) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of I 70.25 of this chapter. 

(c) Certification. All batches of FD&C 
Red No. 3 shall be certified in accordance 
with regulations in Part 80 of this 
chapter. 

§74.310 FD&C Red t o. 10. 
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Water-insoluble matter, not more than 0.2 
percent 

Higher sulfonated subsidiary colors (as 
sodium salts), not more than 1.0 percent. 
Lower sulfonated subsidiary colors (as 
sodium salts), not more than 10 percent. 
Disodtum salt of 6-hydroxy-5-f (2-methoxy- 
5-methy t-4-imlfophenyl) axo) -8-(2-met!i- 
oxy-S-methyl-4-aulfopher>o*y) -2-naphtha- 
IcnesulfonLc acid, not more than 10 per¬ 
cent. 

Sodium salt of 6-hydroxy-2-naphlhalene- 
sulfonlc acid (Schaeffer** salt), not more 
than 0.2 percent. 

4-Amlno-5-methoxy-o-toluone*ulfonlc add. 

not more than 0.2 percent. 

Dlsodlnm salt of 6.C*-oxybls (2-naphthalene- 
sulfonic acid), not more than 1.0 percent. 
Lead (as Pb). not more than 10 parts per 
million. 

Arsenic (as As), not more than 3 parts per 
million. 

Total color, not less than 85 0 percent 

(c> Uses and restrictions. FDkC Red 
No. 40 may be safely used for coloring 
foods (including dietary supplements) 
generally in amounts consistent with 
good manufacturing practice except that 
it may* not be used to color foods for 
which standards of identity have been 
promulgated under section 401 of the 
act unless added color is authorised by 
such standards. 

(d) Labeling. The label of the color 
additive and any lakes or mixtures pre¬ 
pared therefrom Intended solely or In 
part for coloring purposes shall conform 
to the requirements of 5 70.25 of this 
chapter. 

(e) Certification. All batches of 
FDkC Red No. 40 and lakes thereof shall 
be certified in accordance with regula¬ 
tions in Part 80 of this chapter. 

5 71.703 FlWfcC Yellow No. 5. 


(c*> Uses and restrictions. FDkC Yel¬ 
low No. 5 may be safely used for color¬ 
ing foods (including dietary supple¬ 
ments > generally in amounts consistent 
with good manufacturing practice, ex¬ 
cept that it may not be used to color 
foods for which standards of Identity 
have been promulgated under section 401 
of the act unless added color is author¬ 
ized by such standards. 

(d) Labeling requirements. The label 
of the color additive and any mixtures 
Intended solely or in part for coloring 
purposes prepared therefrom shall con¬ 
form to the requirements of f 70.25 of 
this chapter. 

(e) Certification. All batches of FDkC 
Yellow No. 5 shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

Sub part B—Drugs 

§71.1013 | l'litlial«>r>.ininalo(2-) ) cop¬ 

per. 

(a> Identity. The color additive is 
(phthalocyanlnato(2-) 1 copper having 
the structure shown in color index No. 
74160. 

<b> Speeificatlons. tPhthalocyaninato 
<2->] copper shall conform to the fol¬ 
lowing specifications and shall be free 
from Impurities other than those named 
to the extent that such impurities may 
be avoided by good manufacturing 
practice: 

Volatile matter (135* C). not more than 
0.3 percent. 

Salt content (as NoCII. not more tban 0 3 
percent. 

Alcohol soluble matter, not more than 0A 
percent. 

Organic chlorine, not more than 0.2 per¬ 
cent. 

Aromatic amines, not more than 0.05 peroent. 
Lead (as Pb), not more than 40 parts per 
million. 

Arsenic (as As), not more than 3 parts per 
million 

Mercury (as Hg), not more than 1 part per 
million 

Total color, not loss than 08.5 percent 

<c> Uses and restrictions . IPhthalo- 
cyantnato (2-) ]copper may be safely used 
to color polypropylene sutures for use In 
general and ophthalmic surgery subject 
to the following restrictions: 

<i) The quantity of the color additive 
does not exceed 0.5 percent by weight of 
the suture. 

<2> The dyed suture shall conform in 
all respects to the requirements of The 
United States Pharmacopeia. 

<3> When the sutures are used for the 
purposes specified in their labeling, there 
is no migration of the color additive to 
the surrounding tissue. 

Authorization for this use shall not be 
construed as waiving any of the require¬ 
ments of section 505 of the act with 
respect to the drug (including any other 
sutures) in which it Is used. 

Ub Labeling. The label of the color 
additive shall conform to the require¬ 
ments of 9 70.25 of this chapter. 

(e) Certification. All batches of 
(ph thalocyaninato (2-) ] copper shall be 


certified In accordance with regulations 
in Part 80 of this chapter. 

§ 71.110! FDAC Illnr No. 1. 

(a) Identity and specifications. <1> 
The color additive FDkC Blue No. 1 shall 
conform in identity and specifications to 
the requirements of 9 74.101(a)(1) and 
<b>. 

<2> Color additive mixtures for in¬ 
gested drug use made with FDkC Blue 
No. 1 may contain only those diluents 
that are suitable and that are listed in 
Part 73 of this chapter as safe for use in 
color additive mixtures for coloring in¬ 
gested drugs. 

(b) Uses and restrictions. The color 
additive FDkC Blue No. 1 may be safely 
used for coloring ingested drugs In 
amounts consistent with good manufac¬ 
turing practice. 

(c> Labeling. The label of the color 
additive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of I 70.25 of this chapter 
id) Certification. All batches of FDkC 
Blue No. I shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§71.1102 FI)AC. Bine No. 2. 

ia> Identity. The color additive 
FDkC Blue No. 2 Is principally the 
disodium salt of 5.5'-dIsulf o-3.3' -dioxo- 
A*.2'-biindoUne with smaller amounts of 
the Isomeric disodium salt of 5/T-di- 
sulfo-S^'-dioxo-A^’-biindoline. 

0» Specifications. FDkC Blue No. 2 
shall conform to the following specifica¬ 
tions and shall be free from Impurities 
other than those named to the extent 
that such impurities may be avoided by 
good manufacturing practice: 

Sum of volatile matter (at 135* C.) and 
chloride* ami sulfates (calculated M 
* odium salts), not more Uxsu 15.0 percent 
Water-insoluble matter not more than 0.4 
percent 

Xaatln-5-sulfonic acid, not more than 0.4 
percent. 

l*omeric colors, not more than 18 0 percent. 
Lower suUonated subsidiary colors, not more 
than 5.0 percent. 

LeAd (as Pb). not more than 10 part* per 
million. 

Arsenic (as As), not more than 3 ports per 
million. 

Total color, not lees than 85.0 percent 

(c> Uses and restrictions. FDkC Blue 
No. 2 may be safely used for coloring 
nylon < the copolymer of adipic acid and 
hexamcthylenc diamine> surgical sutures 
for use in general surgery subject to the 
following restrictions: 

(1) The quantity of color additive does 
not exceed 1 percent by weight of the 
suture. 

(2) The dyed suture shall conform in 
all respects to the requirements of the 
U.S.P, 

(3) When the sutures ore used for the 
purposes specified in their labeling, the 
color additive does not migrate to the 
surrounding tissue. 

(4> If the suture is a new drug, an ap¬ 
proved new-drug application, pursuant 


(a) Identity. (1) The color additive 
FDkC Yellow No. 5 is 5-oxo-l-(p- 
sulfophcnyl>~4-I (p-sulfopheny 1)azo 1-2- 
pyrazoline-3-carboxylic acid, trisodtum 
salt. 

(2) Color additive mixtures for food 
use made with FDkC Yellow No. 5 may 
contain only those diluents that are 
suitable and that are listed in Part 73 
of this chapter as safe for use in color 
additive mixtures for coloring foods. 

cb) Specifications. FDkC Yellow No. 5 
shall conform to Die following specifica¬ 
tions and shall be free from impurities 
other than those named to the extent 
that such other impurities may be 
avoided by good manufacturing prac¬ 
tices: 

Volatile matter (at 130* C ), and chlorides 
and sulfates (calculated as the aodlum 
salts). total not more than 13.0 percent. 
Water Insoluble matter, not more than 0 2 
percent. 

Phenylhydraxtiie-p-sulfontc acid, not more 
than 02 percent. 

Otiter uncomblned Intermediates, not more 
than 0.2 percent. 

Subsidiary dyes, not more than lO percent. 
Lead (as Pb), not more than 10 parts per 

million. 

Arsenic (as As), not more than 3 parts per 
million. 

Total color, not less than 970 percent 
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to section 505 of the act, is In effect for 
it. 

<d) Labeling. The label of the color ad¬ 
ditive shall conform to the requirements 
of i 70.25 of this chapter. 

(e> Certification. All batches of FDHtC 
Blue No. 2 shall be certified in accordance 
with regulations in Part BO of this 
chapter. 

§ 74.1104 D&C Blue No. 4» 

(a) Identity. (1) The color additive 
D&C Blue No. 4 is principally the diam- 
monium salt of ethyl[4-1 p(ethyl <m- 
sulfobenzyl) amino 1 - « - <o-sulfo- 

phenyDbenzylidenel - 2.5 - cyclohexa- 
dien - 1 - ylidenel <m-sulf obenzyl) 
ammonium hydroxide inner salt with 
smaller amounts of the isomeric diam¬ 
monium salts of ethyl 14-(p-1 ethyl* p- 
sulf obenzyl) amino I * o-sulf opheny 1) 
benzylid€nel-2.5-cyclohexadien - 1 -yli¬ 
denel <p-sulfobenzyl) ammonium hy¬ 
droxide inner salt and ethyU4-Ip-( ethyl 
< o-sulf obenzyl) amino) - a - * o-sulf o- 
phenyl) bcnzylidenel - 2.5 - cyclohcxa- 
dien - 1 - ylidenel (o-sulfobenzyl) am¬ 
monium hydroxide inner salt. 

(2) Color additive mixtures for use in 
externally applied drugs made with D&C 
Blue No. 4 may contain only those dilu¬ 
ents that are suitable and that are listed 
in Part 73 of this chapter for use in color 
additive mixtures for coloring externally 
applied drugs. 

<b) Specifications. D&C Blue No. 4 
shall conform to the following specifica¬ 
tions and shall be free from impurities 
other than those named to the extent 
that such impurities may be avoided by 
good manufacturing practice: 

Sum of volatile matter (at 135* C) and chlo¬ 
ride* and sulfates (calculated as sodium 
salts). not more than 15 percent. 
Water-insoluble matter, not more than 0.2 
percent. 

Lcuco base, not more than 5 percent. 

Sum of o-, m, and o-sulfobenzaldehydce. 
ammonium salt, not more than 1.5 per¬ 
cent. 

X-clhyl. N-(m-eulfobenxyl) gulf anil Ic acid 
ammonium salt, not more than 0.3 per¬ 
cent. 

Subsidiary colors, not more than 6 percent. 
Chromium (as Cr). qot more than 50 parts 
per mllUon. 

Lead (as Pb). not more than 20 parts per 
million. 

Arsenic (as As), not more than 3 ports per 
million. 

Mercury (as Hg), not more than 1 part per 
million. 

Total color, not less than 85 percent. 

(c> Uses and restrictions. D&C Blue 
No. 4 may be safely used in externally 
applied drugs In amounts consistent 
with good manufacturing practice. 

*d> Labeling. The label of the color 
additive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of i 70.25 of tills chapter. 

(e> Certification. All batches of DAC 
Blue No. 4 shall bo certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

g 74.1109 D&C Bine No. 9. 

<a) Identity. The color additive D4tC 
Blue No. 9 is principally 7,16-dichloro- 
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6,15 - dihydro - 5,9.14.18 - anthrazine- 
tetrone. 

(b) Speci/icaifcms. DfcC Blue No. 9 
shall conform to the following specifica¬ 
tions and shall be free from impurities 
other tlian those named to the extent 
that such impurities may be avoided by 
good manufacturing practice; 

Volatile matter (at 135* C ). not more than 
3 percent. 

Matter extractable by alcoholic HC1 (0 1 ml 
of concentrated hydrochloric acid per 50 
ml of 95 percent ethyl alcohol), not more 
than 1 percent 

2-Amino anthraqulnone. not more than 0.2 
percent. 

Organically combined chlorine in pure dye. 
13 0 14 8 percent. 

Lead (as Pb). not more than 20 p m 
Arsenic la-s Am, not more than 3 p m. 

Pure color, not lees than 97 percent. 

(c) Uses and restrictions. DkC Blue 
No. 9 may be safely used for coloring 
cotton and silk surgical sutures, includ¬ 
ing sutures for ophthalmic use. subject 
to the following restrictions. 

(1) The dyed suture shall conform in 
all respects to the requirements of the 
U.S.P. 

(2) The quantity of the color additive 
docs not exceed 2.5 percent by weight of 
the suture. 

(3) When the sutures are used for the 
purposes specified in their labeling, the 
color additive does not migrate to the 
surrounding tissue. 

<4> If the suture is a new drug, a new- 
drug application approved pursuant to 
section 505 of the act is in effect for it. 

(d> Labeling. The label of the color 
additive shall conform to the require¬ 
ments of $ 70.25 of this chapter. 

(e) Certification. All batches of D&C 
Blue No. 9 shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

8 71.1205 D&C Green Vo. 5. 

(a) Identity. The color additive D*C 
Green No. 5 is principally the disodium 
salt of 2,2'-tt9.10-dihydro-9.10-dioxo- 
1.4 - anthracenedlyl) diimino)bis(5 - me- 
thyl-benzcnesulfonic acid!. 

(b» Spccifications. D&C Green No. 5 
shall conform to the follow*ing specifica¬ 
tions and shall be free from impurities 
other than those named to the extent 
that such impurities may be avoided by 
good manufacturing practice: 

Sum of volatile matter (at 135-C) and chlor¬ 
ide* and sulfates (calculated as sodium 
salts). not more than 20.0 percent. 

Water-Insoluble matter, not more than 0 J2 
percent. 

1.4-Dl hydroxy-anthraqulnone. not more than 
03 percent. 

2-Amlno-m-toluenesulfonlc acid, not more 
than 0.2 percent. 

Subsidiary colors, not more than 5.0 percent. 
Lead (aa Pb). not more than 10 parts per 
million. 

Arsenic (as As), not more than 3 parts per 
mUUon. 

Total color, not less than 80 0 percent. 

(c) Uses and restrictions. DicC Green 
No. 5 may be safely used to color nylon 
(the copolymer of adipic acid and hexa- 
mcthylene diamine* nonabsorbable sur¬ 
gical sutures for use in general surgery 
subject to the following restrictions: 
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(1) The quantity of color additives 
does not exceed 0.6 percent by weight of 
the suture. 

(2) The dyed suture shall conform in 
all respects to the requirement*; of the 
United States Pharmacopeia. 

(3) When the sutures are used for the 
purposes specified in their labeling, there 
is no migration of the color additive to 
the surrounding tissue. 

<4> If the suture is a new drug, an 
approved new-drug application, pur¬ 
suant to section 505 of the act, is in effect 
for it. 

(d> Labeling. The label of the color 
additive shall conform to the require¬ 
ments of f 70.25 of this chapter. 

(e> Certification. AH batches of D&C 
Green No. 5 shall be certified in accord¬ 
ance wrlth regulations in Part 80 of this 
chapter. 

(See. 706(b). (C). (d). 74 Stat. 399-103 : 21 
UJ5C 376 <b>, (c), <d>.) 

§74.1206 D&C Crc en No. 6. 

<a> Identity. The color additive D&C 
Green No. 6 is 1-4-dl-p-toluidino anthra- 
qulnone. 

<b> Specifications . D&C Green No. 6 
shall conform to the following specifica¬ 
tions and shall be free from impurities 
other than those named to the extent 
that such other impurities may be 
avoided by good manufacturing practice: 

Volatile mutter (at 135* C.). not more than 
2.0 percent. 

Water-soluble matter, not more than 0 3 per¬ 
cent. 

Matter inooluble in carbon tetrachloride, not 
more than 1.5 percent. 

I u termed in tea. not more than 0.5 percent 
Lead (oh Pb). not more than 10 ports per 
million. 

Arsenic (os As), not more than 1 part per 
mfillon 

Pure color, not less than 96.0 percent. 

(c) Uses and restrictions. (!) DLC 
Green No. 6 may be safely used at a level. 
<i) not to exceed 0.75 percent by weight 
of the suture material for coloring 
polyethylene terephthalate surgical 
sutures, Including sutures for ophthalmic 
use; and (ii) not to exceed 0.1 percent by 
weight of the suture material for color¬ 
ing polyglycolic acid surgical sutures, in¬ 
cluding sutures for ophthalmic use. 

(2) (Reserved! 

(3) When the sutures are used for the 
purposes specified in their labeling, the 
color additive does not migrate to the 
surrounding tissue. 

(4) If the suture is a new drug, an ap¬ 
proved new* drug application, pursuant to 
section 505 of the act, is in effect for it. 

(d> Labeling. The label of the color 
additive shall conform to the require¬ 
ments of | 70.25 of this chapter. 

(e> Certification. AH batches of D&C 
Green No. 6 shaU be certified in accord¬ 
ance with regulations promulgated under 
Part 80 of this chapter. 

§ 71.1208 DftC Green No. 8. 

(a) Identity. (1) The color additive 
D&C Green No. 8 is principally the tri¬ 
sodium salt of 8-hydroxy-1.3,6-pyrene- 
trisulfonic acid. 

(2) Color additive mixtures for use in 
externally applied drugs made with D kC 


FEDERAL REGISTER, VOL 42. NO. 55—TUESDAY, MARCH 22, 1977 









15658 

Green No. 8 may contain only those dil¬ 
uents that are suitable and that are 
listed In Part 73 of this chapter for use 
in color additive mixtures for coloring 
externally applied drugs. 

<b> Specifications. D&C Green No. 8 
shall conform to the following specifica¬ 
tions and shall be free from Impurities 
other than those named to the extent 
that such impurities may be avoided by 
good manufacturing practices: 

Volatile matter (at 133* C). not more than 
15 percent. 

Water-insoluble matter, not more than 0 3 
percent. 

Chlorides and sulfates (calculated os sodium 
A&lt), not more than 20 percent. 

The trisodium salt of 1.3.6-pyreneLrUulfonic 
acid, not more than 6 percent. 

The letrasodium salt of l^A8-pyrenetetra- 
sulfonic acid, not more than 1 percent. 
Pyrene, not more than 0.2 percent. 
ijttuS (aa Pb>. not more than 20 parts per 
million. 

Arsenic (as As), not more thsn 3 parts per 
million. 

Mercury (as Hg), not more than 1 part per 
mlllkm. 

Total color, not less than 65 percent. 

(c) Uses and restrictions. D&C Green 
No. 8 may be safely used in externally 
applied drugs In amounts not exceeding 
0.01 percent by weight of the finished 
product. 

<d) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom Intended solely or In part for 
coloring purposes shall conform to the 
requirements of $ 70.25 of this chnpter. 

<CJ Certification. All batches of D&C 
Green No. 8 shall be certified In accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 71.1303 FD&C Red No. 3. 

(a) Identity and specifications. (1) 
The color additive FD&C Red No. 3 shall 
conform in identity and specifications to 
the requirements of 9 74.303(a)(1) and 

(b). 

<2) Color additive mixtures for in¬ 
gested drug used made with FD&C Red 
No. 3 may contain only those diluents 
that are suitable and that are listed in 
Part 73 of this chapter as safe for use In 
color additive mixtures for coloring In¬ 
gested drugs. 

(b) Uses and restrictions . FD&C Red 
No. 3 may be safely used for coloring In¬ 
gested drugs In amounts consistent with 
good manufacturing practice. 

<c> Labeling . The label of the color 
additive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of 9 70.25 of this chapter. 

<d> Certification. All batches of FD&C 
Red No. 3 shall be certified In accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 71.1301 FD&C. Red No. t. 

<a> Identity . (1) The color additive 
FD&C Red No. 4 Is principally the di- 
sodlum salt of 3-f <2,4-dlmethyl-5-sulfo- 
phenyDazo] - 4 - hydroxy - 1 - naphtha¬ 
lene sulfonic acid. 

(2) Color additive mixtures for use in 
externally applied drugs made with 
FD&C Red No. 4 may contain only those 
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diluents that are suitable and that are 
listed in Part 73 of this chapter for use 
in color additive mixtures for coloring 
externally applied drugs. 

(b) Specifications . FD&C Red No. 4 
shall conform to the following specifica¬ 
tions and shall be free from Impurities 
other than those named to the extent 
that such Impurities may be avoided by 
good manufacturing practice: 

Sum o t volatile matter (at 135* C.) and 
chlorides and sulfates (calculated aa so¬ 
dium ftalts), not more than 18 percent. 
Water-Insoluble matter, not more than 0.2 
percent. 

5-Amlno-2.4-dimethyl - 1 - benzenesulfonlc 
acid, aodtum salt. not more than 02 per¬ 
cent. 

4-Hydroxyl-l-nnphthalenosulfonlc acid, so¬ 
dium aalt, not more than 0.2 percent. 
Subsidiary colon, not more than 2 percent. 
Lead (as Pb). not more than 10 parts per 
million. 

Arsenic (as Aa). not more than 3 parts per 
million. 

Mercury (aa Hg), not more than 1 part per 
million. 

Total color, not less than 87 percent. 

(c> Uses and restrictions. FD&C Red 
No. 4 may be safely used in externally 
applied drugs in amounts consistent with 
good manufacturing practice. 

(d) Labeling . The label of the color 
additlvo and any mixtures prepared 
therefrom Intended solely or In part for 
coloring purposes shall conform to the 
requirements of I 7025 of this chapter. 

(e) Certification. All batches of FD&C 
Red No. 4 shall be certified in accordance 
with regulations in Part 80 of this 
chapter. 

§ 74.1317 DSC Bed No. 17. 

(a) Identity. (1) The color additive 
D&C Red No. 17 is principally 1-U4- 
(phenylazo) phenylLazol - 2-naphthal- 
enol. 

(2) Color additive mixtures for drug 
use made with D&C Red No. 17 may con¬ 
tain only those diluents that are suitable 
and that are listed in Part 73 of this 
chapter as safe for use In color additive 
mixtures for coloring externally applied 
drugs. 

(b> Specifications. D&C Red No. 17 
shall conform to the following specifica¬ 
tions and shall be free from Impurities, 
other than those named, to the extent 
that such other impurities may be 
avoided by good manufacturing practice: 

Volatile matter (at 135* C), not more than 
6 percent. 

Matter insoluble in both toluene and water, 
not more than 05 percent. 

Chloride* and sulfates (calculated as sodium 
aalta). not more than 3 percent. 

Aniline, not more than 0.2 percent. 
4-Aminoazobenzene. not more than 0.1 per¬ 
cent. 

2-Nsnhtho]. not more than 0 2 percent. 

1-t Phony lax©) -2-naphthoI. not more than 3 
percent. 

1-| f2-(phenyla*o) pbenyl)axo)-2-naphthal¬ 
ene], not more than 2 percent. 

Lead (aa Pb). not more than 20 parts per 
million. 

Arsenic (aa As), not more than 3 parts per 
million. 

Mercury (aa Hg). not more than 1 part per 
million. 

Total color, not less than 00 percent. 


(c) Uses and restrictions. D&C Red No. 
17 may be safely used in externally ap¬ 
plied drugs In amounts consistent with 
good manufacturing practice. 

<d> Labeling. The label of the color 
additive and any mixtures prepared 
therefrom Intended solely or in part for 
coloring purposes shall conform to the 
requirements of 9 70.25 of this chapter. 

<e> Certification . All batches of D&C 
Red No. 17 shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 74.1331 D&C Red No. 31. 

(a) Identity . (1) The color additive 
D&C Red No. 31 is principally the calcium 
salt of 3-hydroxy - 4- (phenylazo) - 2- 
nnphthalenecarboxylic acid. 

(2) Color additive mixtures for drug 
use made with D&C Red No. 31 may con¬ 
tain only those diluents that are suitable 
and that are listed in Part 73 of this 
chapter as safe for use in color additive 
mixtures for coloring externally applied 
drugs. 

(b> Specifications. D&C Red No. 31 
shall conform to the following specifica¬ 
tions and shall be free from impurities, 
other than those named, to the extent 
that such other impurities may be 
avoided by good manufacturing practice: 

Sum oX volatile matter (at 135* C) and chlor¬ 
ides and ivulfates (calculated as sodium 
aalta). not more than 10 percent. 

Aniline, not more than 0.3 percent. 

3-Hydroxy-2-naphthoic acid, calcium ealt, 
not more than 0.4 percent. 

Subsidiary colors, not more than 1 percent. 
Lead (es Pb), not more than 20 porta per 
million. 

Arsenic (os As), not more than 3 parts per 
million. 

Mercury (as Hg), not more than 1 part per 
million. 

Total color, not lees than 90 percent. 

(c) Uses and restrictions. D&C Red No. 
31 may be safely used In externally ap¬ 
plied drugs in amounts consistent with 
good manufacturing practice. 

(d) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom Intended solely or in part for 
coloring purposes shall conform to the 
requirements of 9 70.25 of this chapter. 

(e) Certification. All batches of D&C 
Red No. 31 shall be certified in accord¬ 
ance with regulations In Part 80 of this 
chapter. 

§74.1331 D&C Red No. 31. 

(a) Identity. (1) The color additive 
D&C Red No. 34 is principally the cal¬ 
cium salt of 3-hydroxy-4-I<i-sulfo-2- 
nAphthalenyl)azol - 2 - naphthalcnecar- 
boxylic acid. 

(2) Color additive mixtures for drug 
use made with D&C Red No. 34 may con¬ 
tain only those diluents that are suitable 
and thftt are listed in Port 73 of this 
chapter as safe for use in color additive 
mixtures for coloring externally applied 
drugs. 

(b> Specifications. D&C Red No. 34 
shall conform to the following specifica¬ 
tions and shall be free from impurities, 
other than those named, to the extent 
that such other impurities may be avoid¬ 
ed by good manufacturing practice: 
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Sum of volatile matter (at 135* C) and chlo¬ 
rides end sulfates (calculated at l odium 
salts), not more than 16 percent. 

2- Amlno-l-naphthaleneaulfonle acid, cal* 
clum salt, not more than 0.2 percent. 

3- Hydroxy-2-naphthoic acid, not more than 
0.4 percent. 

Subsidiary colors, not more than 4 percent. 
Lead (as Pb). not more than 20 parts per mil¬ 
lion. 

Arsenic (as As), nor more than 3 parts per 
million. 

Mercury (as Hg), not more than 1 part per 
million. 

Total color not leas than 85 percent 

(c) Uses and restrictions. The color 
additive D&C Red No. 34 may be safely 
used for coloring externally applied 
drugs in amounts consistent with good 
manufacturing practice. 

(d) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom Intended solely or in part for 
coloring purposes shall conform to the 
requirements of I 70.25 of this chapter. 

<e>, Certification. All batches of D&C 
Red No. 34 shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

Non:: The provisions of | 74.1334 listing D&C 
Rod No. 34 for use In drugs were stayed pend¬ 
ing resolution of a question concerning the 
portable presence of 0-naphtbylamlne (42 FR 
13424. March 4. 1877). 

8 74.1339 D&C Red No. 39. 

(a) Identity. (1) The color additive 
D&C Red No. 39 is o-[p(£,/r-dihydroxy - 
dicthylamino) -phenylazol-benzoic acid. 

(2) Color additive mixtures made with 
D&C Red No. 39 may contain the follow¬ 
ing diluents: Water, acetone, isopropyl 
alcohol, and specially denatured alcohols 
used in accordance with 26 CPR Part 
212 . 

(b> Specifications. D&C Red No. 39 
shall conform to the following specifica¬ 
tions and shall be free from impurities 
other than those named to the extent 
that such other impurities may be 
avoided by good manufacturing practice: 

Volatile matter (at loo* C,), not more than 
2.0 percent. 

Matter insoluble In acetone, not more than 
1.0 percent. 

Anthranlilc acid, not more than 02 percent. 
N^yr-(8Jl'-Dlhydroxy-diethyl) aniline, not 
more than 0.2 percent. 

Subsidiary colors, not more than 3.0 percent 
Lead (as Pb). not more than 20 parts per 
million. 

Arsenic (as As), not more than 3 porta per 
million. 

Pure color, not less than 05.0 percent. 

(c) Uses and restrictions. The color 
additive D&C Red No. 39 may be safely 
used for the coloring of quaternary am¬ 
monium type germicidal solutions in¬ 
tended for external application only, and 
subject to the further restriction that the 
quantity of the color additive does not 
exceed 0.1 percent by weight of the 
finished drug product. 

(d) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom and intended solely or in part 
for coloring purposes shall conform to 
the requirements of $ 70-25 of thte chap¬ 
ter. 
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<e) Certification. All batches of D&C 
Red No. 39 shall be certified in accord¬ 
ance with regulations promulgated under 
Part 80 of this chapter. 

8 74.1310 FV&C Red No. 40. 

(a) Identity and specifications. U> 
The color additive FD&C Red No. 40 shall 
conform in identity and specifications to 
the requirements of { 74 340(a)(1) and 
tt>>. 

(2) Color additive mixtures for drug 
use made with FD&C Red No. 40 may 
contain only those diluents that are 
suitable and that are listed in Part 73 
of thte chapter as safe for use in color 
additive mixtures for coloring drugs. 

(3) The listing of thte color additive 
includes lakes prepared as described in 
55 82.51 and 82.1051 of thte chapter, ex¬ 
cept that the color additive used is 
FD&C Red No. 40 and the resultant lakes 
meet the specification and labeling re¬ 
quirements prescribed by 55 82,51 or 
82.1051 of this chapter. 

(b> Uses and restrictions. FD&C Red 
No. 40 may be safely used in coloring 
drugs, subject to the restrictions on use 
of color additives in 5 70.5 of thte chap¬ 
ter. in amounts consistent with good 
manufacturing practice. 

(c) Labeling. The label of the color 
additive and any lakes or mixtures pre¬ 
pared therefrom intended solely or in 
part for coloring purposes shall conform 
to the requirements of 5 70.25 of thte 
chapter. 

(d> Certification . All batches of FD&C 
Red No. 40 and lakes thereof shall be 
certified in accordance with regulations, 
in Part 80 of thte chapter. 

6 71.1602 D&C Violet No. 2. 

(a) Identity. (1) The color additive 
D&C Violet No. 2 is principally 1-hy¬ 
droxy - 4 - 1(4 - methlyphenyl) amino) - 
9.10-an thracenedlone. 

(2) Color additive mixtures for use in 
externally applied drugs made with D&C 
Violet No. 2 may contain only those dilu¬ 
ents that are suitable and that are listed 
In Part 73 of this chapter as safe for use 
in color additive mixtures for coloring 
externally applied drugs. 

<b> Specifications. D&C Violet No. 2 
shall conform to the following specifica¬ 
tions and shall be free from impurities, 
other than those named, to the extent 
that such other impurities can be avoid¬ 
ed by good manufacturing practice: 

VoiaUle matter (at 135* C ). not more than 
2.0 percent. 

Matter insoluble In both carbon tetrachlo¬ 
ride and water, not more than 0.5 percent. 
p-Tolufdine. not more than 02 percent. 

1-Hydroxy-0,10-anthracenedlone. not more 
than 0.6 percent. 

1,4 • Dl hydroxy - 9.10 • an thracenedlone, not 
more than 0.5 percent. 

Subsidiary colors, not more than 1.0 percent. 
Lead (os Pb). not more than 20 parts per mil¬ 
lion. 

Arsenic (as As), not more than 3 parts per 
million. 

Total color, not lens than 962 percent. 

(c> Uses and restrictions. (1) The 
color additive D&C Violet No. 2 may be 
safely used for coloring externally ap¬ 
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plied drugs In amounts consistent with 
good manufacturing practice. 

<2) D&C Violet No. 2 may be safely 
used for coloring glycolic-lactic acid 
polyester (USAN polyglactin 910) syn¬ 
thetic absorbable sutures tor use in gen¬ 
eral and ophthalmic surgery subject to 
the following restrictions: 

(1) The quantity of the color additive 
does not exceed 0.2 percent by weight of 
the suture. 

(li) If the suture is a new drug, an ap¬ 
proved new drug application, pursuant to 
section 505 of the act, is in effect for it. 

(d) Labeling. The label of the color ad¬ 
ditive and any mixtures prepared there¬ 
from intended solely or in part for color¬ 
ing purposes shall conform to the re¬ 
quirements of 5 7025 of this chapter. 

(e) Certification. All batches of D&C 
Violet No. 2 shall be certified in accord¬ 
ance with regulations in Part 80 of thte 
chapter. 

§ 74.1703 FD&C Yellow No. 5. 

(a) Identity and specifications . (1) 
Tlie color additive FD&C Yellow No. 5 
shall conform In identity and specifica¬ 
tions to the requirements of 5 74.705(a) 
(1) and (b). 

(2) Color additive mixtures for In¬ 
gested drug use made with FD&C Yellow 
No. 5 may contain only those diluents 
that are suitable and that are listed In 
Part 73 of tills chapter as safe for use In 
color additive mixtures for coloring in¬ 
gested drugs. 

<b) Uses and restrictions. FD&C Yel¬ 
low No. 5 may be safely used for coloring 
Ingested drugs generally in amounts 
consistent with good manufacturing 
practice. 

(c) Labeling requirements. The label 
of the color additive and any mixtures 
intended solely or in part for coloring 
purposes prepared therefrom shall con¬ 
form to the requirements of 5 70.25 of 
this chapter. 

(d) Certification. All batches of FD&C 
Yellow No. 5 shall be certified In accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 74.1707 D&C Yellow No. 7. 

<a> Identity. (1) The color additive 
D&C Yellow No. 7 is principally 
fluorescein. 

(2) Color additive mixtures for use in 
externally applied drugs mode with D&C 
Yellow No. 7 may contain ouly those 
diluents that arc suitable and that are 
listed in Port 73 of thte chapter for use 
in color additive mixtures for coloring 
externally applied drugs. 

(b) Specification. D&C Yellow No. 7 
shall conform to the following specifica¬ 
tions and shall be free from Impurities 
other than those named to Uie extent 
that such impurities may be avoided by 
good manufacturing practice: 

Sum of water and chlorides and sulfates 

(calculated as sodium salts), not more 

than 6 percent. 

Matter Insoluble In alkaline water, not more 

than 05 percent. 

Resorcinol, not more than 0.6 percent. 
Phthailc acid, not more than 0 5 percent. 
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2-v2,4-Dlhydroxy benzoyl benzole mold, not 
more than Oil percent. 

Lead (ae Pb), not more than 20 parte per 
million. 

Arsenic (ae As), not more than 3 parts per 
million. 

Mercury (as Hg), not more than 1 part per 
million. 

Total color, not lees than 94 percent. 

(c> Uses and restrictions. D&C Yellow 
No. 7 may be safely used In externally 
applied drugs In amounts consistent with 
good manufacturing practice. 

(d) Labeling . The label of the color ad¬ 
ditive and any mixtures prepared there¬ 
from intended solely or In part for color¬ 
ing purposes shall conform to the re¬ 
quirements of $ 70.25 of this chapter. 

(e) Certification. All batches of D&C 
Yellow No. 7 shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 71.1707a F.xi. Dft€ Yellow No. 7. 

(a) Identity . (1) The color additive 
Ext. D&C Yellow No. 7 Is principally the 
dlsodlum salt of 8-hydroxy-5,7-dinltro- 
2-naphthalenesulfonlc acid. 

(2i Color additive mixtures for drug 
use made with Ext. D&C Yellow No. 7 
may contain only those diluents that 
are suitable and that arc listed in Part 
73 of this chapter as safe fore use in color 
additive mixtures for coloring externally 
applied drugs. 

(b) Specifications. Ext. D&C Yellow 
No. 7 shall conform to the following 
specifications and shall be free from im¬ 
purities, other than those named, to the 
extent that such other impurities may be 
avoided by good manufacturing practice: 

Sum of volatile matter (at 135* C) and chlo¬ 
rides and sulfa toe (calculated as sodium 
salts), not more than 15 percent. 
Water-insoluble matter, not more than 03 
percent. 

1-Naphthol, not more than 02 percent 
2.4-Dlnltro-l-naphthol. not more than 0.03 
percent. 

Lead (as Pb). not more than 20 ports per 
million. 

Arsenic {as As), not more than 3 parts per 
million. 

Mercury (as Hg), not more than 1 part per 
million 

Total color, not less than 85 percent. 

(c) Uses and restrictions. Ext. D&C 
Yellow No. 7 may be sAfely used In ex¬ 
ternally applied drugs In amounts con¬ 
sistent with good manufacturing prac¬ 
tice. 

(d> Labeling. The label of the color 
additive and any mixtures prepared 
therefrom Intended solely or In part for 
coloring purposes shall conform to the 
requirements of 9 7025 of this chapter. 

ie> Certification. All batches of Ext, 
D&C Yellow No. 7 shall be certified In ac¬ 
cordance with regulations in Part 80 of 
this chapter. 

§71.1708 D&C Yellow No. 8. 

(a) Identity. (1) The color additive 
D&C Yellow No. 8 Is principally the di¬ 
sodium salt of fluorescein. 

(2) Color addlUvo mixtures for use 
in externally applied drugs made with 
D&C Yellow No. B may contain only 
those diluents that are suitable and that 


are listed In Part 73 of this chapter for 
use In color additive mixtures for color¬ 
ing externally applied drugs. 

(b) Specifications. D&C Yellow No. 8 
shall be free from impurities other than 
those named to the extent that such 
impurities may be avoided by good man¬ 
ufacturing practice: 

Sum of water and chlorides and aulfatea 
(calculated a* nodlum aalta), not more 
than 15 percent. 

Matter insoluble In alkaline water, not more 
than 03 percent. 

Reeordnol, not more than 0.5 percent 
Phthalic add. not more than 1 percent. 

2- (2.4-Dihydroxy benzoyl) benzole acid, not 
more than 03 percent. 

Lead (an Pb). not more than 20 parte per 
miUton. 

Arsenic (a^ Am). not more than 3 parts per 
million 

Mercury (aa Hg). not more than 1 part per 
million. 

Total color, not leas than 85 percent. 

<c) Uses and restrictions. D&C Yellow 
No. 8 may be safely used in externally 
applied drugs in amounts consistent with 
good manufacturing practice. 

(d) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of i 70.25 of this chapter. 

(e> Certification. All batches of D&C 
Yellow No. 8 shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 74.1711 D&C Yellow No. 11. 

(a) Identity . (1) The color additive 
D&C Yellow* No. 11 Is principally 2-(2- 
quinolyl) -1,3-indandione. 

(2) Color additive mixtures for drug 
use made with D&C Yellow No. 11 may 
contain only those diluents that are 
suitable and that are listed in Part 73 
of this chapter as safe for use in color 
additive mixtures for coloring externally 
applied drugs. 

<b> Specifications. D&C Yellow No. 11 
shall conform to the following specifica¬ 
tions and shall be free from Impurities, 
other than those named, to the extent 
that such other Impurities may be 
avoided by good manufacturing practice: 

Volatile matter (at 135* C). not more than 
1 percent. 

Ethyl alcohol-Insoluble matter, not more 
than 0.4 percent. 

Phathallc acid, not more Ihan 03 percent. 
Qulnaldine, not more than 0.2 percent. 
Subsidiary colors, not more than 5 percent. 
Lead (as Pb). not more than 20 part* per 
million. 

Arsenic (aa Aa). not more than 3 porta per 
million. 

Mercury (aa Hg). not more than l part per 
million. 

Total color, not lesa than 96 percent. 

(c) Uses and restrictions. D&C Yellow 
No. 11 may be safely used In externally 
applied drugs In amounts consistent with 
good manufacturing practice. 

(d) Labeling. The label of the color 
additive and any mixtures prepared 
therefrom intended solely or in part for 
coloring purposes shall conform to the 
requirements of I 70.25 of this chapter. 

(e) Certification . All batches of D&C 
Yellow No. 11 shall be certified in ac- 


ance with regulations in Part 80 of this 
chapter. 

Subpart C—Cosmetics 
§ 74.2104 D&C Bine Tim. 4. 

(a) Identity and specifications. The 
color additive D&C Blue No. 4 shall 
conform In identity and specifications to 
the requirements of I 74.1104(a)(1) and 
(b). 

(b> Uses and restrictions. D&C Blue 
No. 4 may be safely used for coloring 
externally applied cosmetics in amounts 
consistent with good manufacturing 
practice. 

<c) Labeling. The label of the color 
additive shall conform to the require¬ 
ments of i 7025 of this chapter. 

<d> Certification. All batches of D&C 
Blue No. 4 shall be certified In accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 742151 D&C Brown No. 1. 

(a) Identity. The color additive D&C 
Brown No. 1 is a mixture of the sodium 
salts of 4U5-( (dlalkylphenyl) azo 1-2,4- 
dihydroxyphenyllazol - benzeneeulfonic 
acid. The alkyl group Is principally the 
methyl group. 

(b) Specifications. D&C Brown No. I 
shall conform to the following specifica¬ 
tions and shall be free from Impurities 
other than those named to the extent 
that such other Impurities may be 
avoided by good manufacturing prac¬ 
tice: 

Sum of volatile matter (at 135* C) and 
chlorides and aulfatea (calculated aa eo- 
dtum salts), not more than 15 percent. 
Water-insoluble matter, not more than 03 
percent. 

Sulfanlltc acid, sodium Halt, not more than 
03 percent 

Resorcinol, not more than 0.2 percent. 
Xyltdinea, not more thau 03 percent. 
Piftodlum aolt of 4( (5-| (4-aulfophenyl)- 
azo) -2.4 -dlhydroxyphenyl 1 ozo | benzene - 

aulfonlc acid, not more than 3 percent. 
Monosodium salt of 4f5-( (2,4-dlmethyl- 
phenyDazo) - 2.4 - dlhydroxyphenyl |o*o I 
benzenesulfonlc acid, not Ices than 29 
percent and not more than 39 percent. 
Monosodium salt of 4( (5-( (2.5-dlmethyl- 
phcnyl)azo| - 2.4 - dlhydroxyphenyl lazoj 
benzcmeaul tonic acid, not leas than 12 per¬ 
cent and not more than 17 percent. 
Monoaodlum salt of 4| [5-1 (2.3-dimethyl- 
phenyl)ozo) - 2.4 - dlhydroxyphenyllozol 
benzene* ulfomc acid, not leas than 6 per¬ 
cent and not more than 13 percent. 
Monoaodlum salt of 41(5-1 (2-ethylphcnyl) - 
ozo J-2.4 -dlhydroxyphenyl I -ozo 1 benzene - 
sulfonic add not leas than 5 percent and 
not more than 12 percent. 

Monoaodlum salt of 41(5-((3.4-dimethyl- 
phenyl)azo) - 2.4 - dlhydroxyphenylJazo) 
benzeneaulfonlc acid, not leas than 3 per¬ 
cent and not more than 9 percent. 
Monoaodlum salt of 4( ( 5-1 (2,8,-dtmethyt- 
phenyl)azo| - 2,4 - dlhydroxyphenyl lazol 
benzeneaulfonlc acid, not lees than 3 per¬ 
cent and not more than 8 pcrcont. 
Monoaodlum salt of 4l|5-( (4-ethylphenyt) 
azoJ-2.4-dlhydroxyphenyll-a»oI benzene¬ 
sulfonlc acid, not leas than 2 percent and 
not more than 8 percent. 

Lead (as Pb). not more than 20 parts per 
million. 

Arsenic (as Aa), not more than 3 parts per 
million. 


FEDERAL REGISTER, VOL 43, NO. 55—TUESDAY, MARCH 33. 1977 









Mercury (a* Hg). not more then 1 pert per 

million. 

Total color, not less than 84 percent. 

(c> Uses and restrictions . D&C Brown 
No. 1 may be safely used for coloring ex¬ 
ternally applied cosmetics in amounts 
consistent with good manufacturing 
practice. 

<d> Labeling. The label of the color 
additive shall conform to the require¬ 
ments of $ 70.25 of this chapter. 

(e) Certification . All batches of D&C 
Brown No. 1 shall be certified in ac¬ 
cordance with regulations in Part 80 of 
this chapter. 

§ 71.2208 D&C Crccn No. 8. 

<a> Identity and specifications. The 
color additive D&C Green No. 8 shall 
conform in identity and specifications to 
the requirements of g 74.1208 (a) (1) and 
<b). 

(b) Uses and restrictions. D&C Green 
No. 8 may be safely used for coloring ex¬ 
ternally applied cosmetics in amounts 
not exceeding 0.01 percent by weight of 
the finished cosmetic product. 

(c) Labeling . The label of the color 
additive shall conform to the require¬ 
ments of 8 70.25 of this chapter. 

<d) Certification . All batches of D&C 
Green No. 8 shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 71.2301 FD&C Rod No. 4. 

(a) Identity and specifications. The 
color additive FD&C Red No. 4 shall con¬ 
form in identity and specifications to the 
requirements of f 74.1304(a) <1> and <b). 

(b) Uses and restrictions. FD&C Red 
No. 4 may be safely used for coloring 
externally applied cosmetics In amounts 
consistent with good manufacturing 
practice. 

<c> Labeling . The label of the color 
additive snail conform to the require¬ 
ments of 8 70.25 of this chapter. 

<d) Certification. All batches of FDitC 
Red No. 4 shall be certified In accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 71.2317 D&C Red No. 17. 

(a) Identity and specifications. The 
color addittve D&C Red No. 17 shall con¬ 
form in identity and specifications to the 
requirements of S 74.1317 <a) (1) and (b). 

(b) Uses and restrictions. D&C Red No. 
17 may be safely used for coloring ex¬ 
ternally applied cosmetics in amounts 
consistent with good manufacturing 
practice. 

(c) Labeling . The label of the color 
additive shall conform to the require¬ 
ments of 6 70.25 of this chapter. 

<d> Certification. All batches of D&C 
Red No. 17 shall be certified In accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 71.2331 D&C Red No. 31. 

(a) Identity and specifications. The 
color additive D&C Red No. 31 shall con¬ 
form in identity and specifications to the 
requirements of 174.1331(a)(1) and <b). 

<b) Uses and restrictions. D&C Red No. 
31 may be safely used for coloring ex¬ 
ternally applied cosmetics in amounts 
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consistent with good manufacturing 
practice. 

(c) Labeling . The label of the color ad¬ 
ditive shall conform to the requirements 
of | 70.25 of this chapter. 

(d) Certification. AIL batches of D&C 
Red No. 31 shall be certified in accord¬ 
ance with regulations In Part 80 of this 
chapter. 

§ 71.2334 D&C Rrd No. 31. 

<a) Identity and specifications . The 
color additive D&C Red No. 34 shall con¬ 
form In Identity and specifications to the 
requirements of f 74.1334(a)(1) and (b). 

(b> Uses and restrictions. D&C Red No. 
34 may be safely used for coloring ex¬ 
ternally applied cosmetics in amounts 
consistent with good manufacturing 
practice. 

<c) Labeling. The label of the color 
additive shall conform to the require¬ 
ments of | 70.25 of this chapter. 

<d) Certification. Ail batches of D&C 
Red No. 34 shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

Non: The provisions of S 74.2334 listing D&C 
Red No. 34 for coaroetlc use were stayed pend¬ 
ing resolution of a question concerning the 
possible presence of £~naphthylamlne (42 PR 
12424. March 4. 1077). 

§ 74.2340 FD&C Rrd No. 40. 

(a) Identity and specifications. (1) 
The color additive FD&C Red No. 40 shall 
conform in identity and specifications to 
the requirements of 8 73.340 (a) <1) and 

(b) of this chapter. 

(2) The listing of this color additive 
Includes lakes prepared as described in 
§8 82.51 and 82.1051 of this chapter, ex¬ 
cept that the color additive used is FD&C 
Red No. 40 and the resultant lakes meet 
the specification and labeling require¬ 
ments prescribed by § 82.51 or f 82.1051 
of this chapter. 

(b) Uses and restrictions. FD&C Red 
No. 40 may be safely used in coloring 
cosmetics generally subject to the follow¬ 
ing restrictions: 

(1) The color additive may be used in 
amounts consistent with good manufac¬ 
turing practice. 

<2> The color additive shall not be 
exposed to oxidising or reducing agents 
which may affect the Integrity of the 
color or any other conditions which may 
affect the integrity of the color. 

(c) Labeling. The label of the color 
additive shall conform to the require¬ 
ments of 8 70.25 of this chapter. 

<d> Certification. All batches of FD&C 
Red No. 40 shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 74.2602 D&C Violet No. 2. 

(a) Identity and specifications. The 
color additive D&C Violet No. 2 shall con¬ 
form In identity and specifications to 
the requirements of 8 74.606 «a)(l) and 

cb>. 

(b) Uses and restrictions. The color 
additive D&C Violet No. 2 may be safely 
used for coloring externally applied cos¬ 
metics in amounts consistent with good 
manufacturing practice. 
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(c> Labeling. The label of the color 
additive shall conform to the require¬ 
ments of 8 70.25 of this chapter. 

(d) Certification. All batches of D&C 
Violet No. 2 shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 71.2602* Ext. D&C Violet No. 2. 

(a) Identity. The color additive 
Ext. D&C Violet No. 2 is principally the 
monosodium salt of 2-[ (9.10-dihydro-4- 
hydroxy - 9,10 - dioxo - 1 - anthracenyl) 
nmlno 1-5-methyl-benzensulfonic acid. 

(b) Specifications. Ext. D&C Violet No. 
2 shall conform to the following specifi¬ 
cations and shall be free from Impuri¬ 
ties. other than those named, to the ex¬ 
tent that such other impurities may be 
avoided by good manufacturing practice: 

Sum of volatile matter (at 135* C) and 
chlorides and sulfates (calculated ae so¬ 
dium salts), not more than 18 percent. 
Water-Insoluble matter, not more than 0.4 
percent. 

1-Hydroxy - 9,10 - anthracencdione, not more 
than 0.2 percent- 

1.4 - Dlhydroxy - 9.10 - anthracencdione, not 
more than 0J2 percent. 
p-Toluldlne, not more than 0.1 percent. 
p-Toluldine sulfonic acids, sodium salts, not 
more than 0 2 percent. 

Subsidiary colors, not more than l percent. 
Lead (as Pb), not more than 20 parts per 
million. 

Areenlc (as As), not more than S parts per 
million. 

Mercury (as Hg). not more than 1 part per 
million. 

Total color, not less than 80 percent. 

(c) Uses and restrictions. The color 
additive Ext D&C Violet No. 2 may be 
safely used for coloring externally ap¬ 
plied cosmetics In amounts consistent 
with good manufacturing practice. 

(d> Labeling. The label of the color 
additive shall conform to the require¬ 
ments of 8 70.25 of this chapter. 

(e) Certification. All batches of Ext. 
D&C Violet No. 2 shall be certified in ac¬ 
cordance with regulations in Part 80 of 
this chapter. 

§ 74.2703 FD&C Yellow No. S. 

(a) Identity and specifications. The 
color additive FD&C Yellow No. 5 shall 
conform in identity and specifications to 
the requirements of 1 74.705(a)(1) and 
ib). 

(b) Uses and restrictions. FD&C Yellow 
No. 5 may be safely used for coloring 
externally applied cosmetics other than 
hair straighteners. permanent wave 
preparations and depilatories in amounts 
consistent with good manufacturing 
practice. 

(c) Labeling. The label of the color ad¬ 
ditive shall conform to the requirements 
of | 70.25 of this chapter. 

<d> Certification. All batches of FD&C 
Yellow No. 5 shall be certified in accord- 
cordance with regulations in Port 80 of 
this chapter. 

Notk: The provisions of | 74.2705 Haling 
FD&C Yellow No. 6 for use in cosmetics were 
stayed pending further notice (42 FR 6805. 
February 4. 1977). 
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§ 7 4.2707 VAC Yellow No. 7. 

(a) Identity and specifications. The 
color additive DkC Yellow No. 7 shall 
conform In Identity and specifications to 
the requirements of 4 74.1707(a)(1) and % 
(b). 

(b> Uses and restrictions. DkC Yellow 
No. 7 may be safely used for coloring ex¬ 
ternally applied cosmetics In amounts 
consistent with good manufacturing 
practice. 

(c) Labeling. The label of the color ad¬ 
ditive shall conform to the requirements 
of 4 70.25 of this chapter. 

<d> Certification. All batches of D&C 
Yellow No. 7 shall be certified in accord¬ 
ance with regulations in Part 80 of this 
chapter. 

§ 74.2707a Ext. VAC Yellow No. 7. 

<a> Identity and specifications. The 
color additive Ext. DLC Yellow No. 7 
shall conform in identity and specifica¬ 
tions to the requirements of 4 74.1707a 

(a)(1) and (b). 

(b> Uses and restrictions. Ext. DLC 
Yellow No. 7 may be safely used for color¬ 
ing externally applied cosmetics in 
amounts consistent with good manufac¬ 
turing practice. 

<c> Labeling. The label of the color ad¬ 
ditive shall conform to the requirements 
of 4 70.25 of this chapter. 

<d> Certification. AU batches of Ext. 
D&C Yellow No. 7 shall be certified in 
accordance with regulations in Part 80 of 
this chapter. 

$ 74.2708 DAC Yellow No. 8. 

(a) Identity and specifications . The 
color additive D&C Yellow No. 8 shall 
conform in identity and specifications to 
the requirements of 1 74 1708 (a> (1 > and 
<b). 

(b) Uses and restrictions. D&C Yellow 
No. 8 may be safely used for coloring ex¬ 
ternally applied cosmetics in amounts 
consistent with good manufacturing 
practice. 

(c) Labeling. The label of the color 
additive shall conform to the require¬ 
ments of 4 70.25 of this chapter. 

(d) Certification. All batches of DLC 
Yellow No. 8 shall be certified In accord¬ 
ance with regulations in Part 80 of this 
chapter. 

g 74.2711 VAC Yrllow No. 11. 

(a) Identity and speciflcatlofis. The 
color additive D&C Yellow No. 11 shall 
conform in identity and specifications to 
the requirements of 4 74.1711 (a) (1) and 

(b). 

(b) Uses and restrictions. D kC Yellow 
No. 11 may be safely used for coloring 
externally applied cosmetics in amounts 
consistent with good manufacturing 
practice. 

(c) Labeling. The label of the color 
additive shall conform to the require¬ 
ments of 4 70.25 of this chapter. 

(d> Certification. All batches of D&C 
Yellow No. 11 shall be certified in ac- 
ance with regulations In Part 80 of this 
chapter. 
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PART 80 —COLOR ADDITIVE 
CERTIFICATION 

Subpart A—Gtnerat Provision* 

Sac. 

80.10 Fbbs for certification service* 

Subparl B—Certification Procedure* 

8021 Request for certification. 

8022 Samples to accompany request* for 

certification. 

80 31 Certification. 

80.32 Limitations of certificate*. 

80.34 Authority to refuse certification serv¬ 

ice. 

80.35 Color additive mixture*; certification 

and exemption from certification. 

80 37 Treatment of batch pending certifica¬ 
tion. 

8038 Treatment of batch after certification 
80 32 Record* of distribution. 

Atrrnoairr: Sect. 701, 706. 52 Stat 1055* 
1056 as amended. 74 Stat. 390 407 as amended 
(21 Uj 8.C. 371. 376). unless otherwise noted 

Subpart A— Genera* Provisions 
§ 80.10 Krr» for certification m*hI ce*. 

(a> Fees for straight colors including 
lakes. The fee for the services provided 
by the regulations in this part In the case 
of each request for certification submit¬ 
ted in accordance with l 80-21 (J) (1) and 

(2). shall be 15 cents per pound of the 
batch covered by such requests, but no 
such fee shall be less than $100.00. 

(b) Fees for repacks of certified color 
additives and color additive mixtures. 
The fees for the sendees provided under 
the regulations in this part In the case 
of each request for certification submit¬ 
ted in accordance with 4 80.21 <J) (3) and 
(4) shall be: 

Weight of butch Fees 

100 pound* or lcea.- 46.00 
Over 100 pounds 66.00 plum 4 cent* for 
but not over each pound over 100 

1 000 pounds. pound*. 

Over 1.000 pounds.. 442 00 piu* l cent per 
pound for each pound 
In excess of 1.000 
pounds. 

(ci Advance desposits. Any person 
regularly requesting certification services 
may desposit funds In advance of requests 
as prepayment of fees required by this 
section. 

(d> Method of payment. AU deposits 
and fees required by this section shall be 
paid by money order, bonk draft, or cer¬ 
tified check, drawn to the order of the 
Food and Drug Administration, collecta¬ 
ble at par at Washington, D.C. All such 
deposits and fees shall be forwarded to 
the Division of Color Technology. HFF- 
430. Bureau of Foods. Food and Drug 
Administration. 200 C St. SW.. Washing¬ 
ton. D.C. 20204. whereupon after mak¬ 
ing appropriate records thereof, they 
will be transmuted to the Treasurer 
of the United States for deposit to the 
special account ''Salaries and Expenses. 
Certification. Inspection, and Other 
Services. Food and Drug Administra¬ 
tion." 

(e) Refunds from advance desposits. 
Whenever in the Judgment of the Com¬ 
missioner the ratio between fees collected 


(which are based upon experience and 
the best estimate of costs and the best 
estimate of earnings) and the costa of 
providing the service during an elapsed 
period of time, in the light of all circum¬ 
stances and contingencies, warrants a re¬ 
fund from the fund collected during such 
period, he shall make ratable refunds to 
those persons to whom the services were 
rendered and charged, except that no 
refund shall be made where the com¬ 
puted ratable amount for the elapsed 
period is less than $5.00. 

Subpart B—Certification Proceoures 
§ 80.21 ltr<|ur»t for mil ft cat ion. 

A request for certification of a batch 
of color additive shall: 

<a> Be addressed to the Commissioner 
of Food and Drugs. 

(b» Be prepared in the manner set 
forth in paragraph (J) of this section 

(c) Be submitted in duplicate. 

(d* Be signed by a responsible officer 
of the person requesting certification of 
the batch. In the case of a foreign man¬ 
ufacturer. the request for certification 
must be signed by a responsible officer of 
such firm. and. by his agent who resides 
in the United States. 

(e> Show the name and post office 
address of the actual manufacturer in 
case such manufacturer is not the person 
requesting certification of the batch. 

(f) Be accompanied by the fee pre¬ 
scribed in 4 80 10 unless the person has 
established with the Food and Drug Ad¬ 
ministration an advance deposit to be 
used for prepayment of such fees. In no 
case shall the Commissioner consider a 
request for certification of a batch of 
color additive if the fee accompanying 
such request is less than that required 
by {80.10 or if such fee exceeds the 
amount held tn the advance deposit ac¬ 
count of the manufacturer submitting 
such request for certification. 

(g> Be accompanied by the sample 
prescribed In 4 80 22 consisting of: 

(1 > Four ounces in the case of straight 
colors and lakes. 

(2) Two ounces in the case of repacks 
and mixtures. 

A sample accompanying a request for 
certification must be submitted under 
separate cover and should be addressed 
to the Color Certification Branch. 

<h> The name of a color additive shall 
be given in the following manner: 

(1) The name of a straight color shall 
be the name of the color os listed in 
Part 74 of this chapter. 

(2) The name of a lake shall be the 
name derived in the manner described in 
Part 70 of this chapter. 

(3) The name of a mixture shall be 
the name given to such mixture by the 
person requesting certification, 

(4) The name of a repack shall be the 
name described in paragraph <h> CD. 
(2), or (3) of this section, whichever is 
applicable. 

(i) The information and samples enu¬ 
merated in paragraphs <a> to (h). in¬ 
clusive. of this section are the minimum 
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required. Additional information and 
samples shall be submitted at the re¬ 
quest of the Food and Drug Administra¬ 
tion when such additional information 
und samples arc necessary to determine 
compliance with the requirements of 
$ 80.31 for the issuance of a certificate. 

1 j) The form for submission of the ap¬ 
plication shall be one of the following, 
depending upon whether the color addi¬ 
tive is a straight color, a lake, a repack 
of a previously certified color additive, or 
a color additive mixture.' 

(1) Request for certification of a batch 
of straight color additive . 

Date-- 

Division of Color Technology, 

HFF-430. Bureau of Food*. 

Food and Drug Administration, 

200 C St. 8W. 

Washington. D.C. 20204 

In accordance with »hc regulations pro¬ 
mulgated under the Federal Food. Drug, and 
Cosmetic Act, we hereby make application 
for the cor Lin cation of a batch of straight 
color additive. 

Nome of color .. ...._ . _._ 

(As luted In 21 CFR Part 74) 

Batch number ....—-- 

(Manufacturer's number) 

Batch weights---pounds 

Batch manufactured by- 

...at... 

< Name and address of actual manufacturer) 
How stored pending certification _... 


(Bute conditions of storage, with kind and 
else of containers, location, etc.) 
Certification requested of this color for use in 


(State proposed uses) 

Required fee. $ _(drawn to the order of 

Food and Drug Administration). 

The accompanying sample was taken arier 
the batch was mixed In accordance with 21 
CFR 80 22 and Is accurately representative 
thereof. 

(Signed) ..... 

By---- 


(Title) 

<2) Request for certification of a batch 
of color additive lake. 

Date..... 

Dlvuion of Color Technology. 

HFP-430. Bureau of Foods. 

Food and Drug Administration. 

200 cat. aw. 

Washington. D.C. 20204 

In accordance with the regulations pro¬ 
mulgated under the Federal Food. Drug, and 
Coametle Act. we hereby make application 
for the certification of a batch of color addi¬ 
tive lake. 

Name of color____.... 

Batch number__........_....._ 

(Manufacturer's number) 


Batch weighs- pounds 

Name of color used_____ 

Quantity- pounds 

Lot number ..........._.......... 


. (When certification of the lake 

for use in food* la requested) 

Precipitant used ____ 

Substratum used_ 

Quantity-......._pounds 

Batch manufactured by___....__ 

-at____ 

(Name and address of actual manufac¬ 
turer) 


How stored pending certification 


(State conditions of storage, with kind 
and size of containers. location, etc.) 
Certification requested of this color for use in 


(State proposed uses) 

Required fee. •_(drawn to the order of 

Food and Drug Administration!. 

The accompanying sample was taken after 
the batch was mixed in accordance with 21 
CFR 8022 and Is accurately representative 
thereof. 

(Signed)------ 

By - —-:--— 


(Title) 

<3> Request for certification of a re¬ 
pack of a batch of certified color addi¬ 
tive. 

Date_ 

Division of Color Technology. 

HFF-430, Bureau of Food*. 

Food and Drug Administration. 

200 C8t. SW . 

Washington. D.C. 20204 

In accordance with the regulations pro¬ 
mulgated under the Federal Food. Drug, and 
Cosmetic Act. we hereby make application 
for the certification of a batch of color addi¬ 
tive repack. 

Name of oolor ...___ 

(As listed In regulations and 
as certified: or repacker's 
name. If a mixture) 

Original lot number__ 

Certified color content___,...._...... 

This color obtained from_____ 

Batch number ......_ 

Batch weighs---pounds 

How stored pending certification ......._ 


(State conditions of storage, with kind and 
stze of containers, location, etc.) 
Certification requested for use in_... 


(State proponed uses) 

Required fee, t.__(drawn to the order of 

Food and Drug Administration). 

The accompanying sample was taken after 
the batch was mixed In accordance with 21 
CFR 80.22 and Is accurately representative 
thereof. 

(Signed)...... 

By.. 


(Title). 

<4> Request for certification of a 
batch of color additive mixture. 

Date-......._ 

Division of Color Technology. 

HFF-430. Bureau of Foods, 

Food and Drug Administration. 

200 C St. 8W., 

Washington, D C 20204 


In accordance with the regulations pro¬ 
mulgated under the Federal Food. Drug, and 
Cosmetic Act, we hereby make application 
for the certification of a batch of color addi¬ 
tive mixture. 

Name of mixture_...._ 


Batch number 


(Manufacturer's trade 
name) 


(Manufacturer's number) 

Weight of batch ... _pounds 

Volume of batch ..._....._gallons 

(If liquid) 

Batch manufactured by_..... 

Constituents of the mixture: 


1. Colons), (ldst separately each color and 
each lot number.) 

Nome of oolor 

cut certified Lot number 


Quantity used 

(ill pounds) Obtained from 


2. List of diluents. (List separately each 
diluent.) 

Same of diluent 


Quantity used 

By to/iime 

By weight t if liquid ) 


Batch mixed as follows .. 

(Describe In detail) 
How stored pending certification_ 

(Slate conditions of storage, with kind ami 
size of containers, location, etc.) 
Certification requested for use in- 


(State proposed uses) 

Required fee. 8 _(drawn to the order of 

Food and Drug Administration). 

The accompanying sample was taken after 
the batch was mixed In accordance with 21 
CFR 60.22 and U accurately representative 
thereof. 

(Signed) ----- 

By .- 


(Title) 

§ 80.22 Sample* to necompum rnpipst% 
for ccrlilicnlu»n. 

A sample of a batch of color additive 
width is to accompany a request for cer¬ 
tification shall: 

(a> Be taken only after such batch 
has been so thoroughly mixed as to be 
of uniform composition throughout. 

<b> Held under the control of the 
person requesting certification until 
certified. 

(c > Be labeled to show: 

(1) The name of the color additive. 

(2) The manufacturer's batch num¬ 
ber. 

(3) The quantity of such batch. 

(4) The name and post-office address 
of the person requesting certification 
of such batch. 

<5) Be accompanied by any label or 
labeling intended to be used. 

§ 80.31 GrrtUimlion. 

<a> If the Commissioner determines, 
after such investigations as he consid¬ 
ers to be necessary, that: 

1 1 > A request submitted in accordance 
with $80.21 appears to contain no un¬ 
true statement of a material fact; 

<2) Such color additive conforms to 
the specifications and any other condi¬ 
tions set forth therefor in Pail 74 of this 
chapter. 

(3) The batch covered by such re¬ 
quest otherwise appears to comply with 
the regulations in this part, the Com¬ 
missioner shall Issue to the person who 
submitted such request a certificate 
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showing the lot number assigned to such 
batch and that such batch, subject to 
the terms, conditions, and restrictions 
prescribed by Part 74 of this chapter, is 
a certified batch. 

<b) If the Commissioner determines, 
after such Investigation as he considers 
to be necessary, that a request submitted 
in accordance with i 80.21. or the batch 
of colo~ additive covered by such request, 
does not comply with the requirements 
prescribed by paragraph <a> of this sec¬ 
tion for the Issuance of a certificate, the 
Commissioner shall refuse to certify such 
batch and shall give notice thereof to the 
person who submitted such request, 
stating his reasons for refusal. Any per¬ 
son who contests such refusal shall have 
an opportunity for a regulatory hearing 
before the Food and Drug Administration 
pursuant to Part 16 of this chapter. 

§ 80.32 Li mi la lion ^ of c<-rtifiralr». 

(a) If a certificate In obtained through 
fraud or misrepresentation of a material 
fact, such certificate shall not be effec¬ 
tive, and a color additive from the batch 
on which such certificate was issued shall 
be considered to be from a batch that has 
not been certified In accordance with the 
regulations In this part. Whenever, the 
Commissioner learns that any certificate 
has been obtained through fraud or 
material misrepresentation, he shall no¬ 
tify the holder of the certificate that it 
is of no effect 

(b) If between the time a sample of 
color additive accompanying a request 
for certification is taken and the time a 
certificate covering the batch of such 
color additive Is received by the person to 
whom it is Issued, any such color addi¬ 
tive becomes changed in composition, 
such certificates shall not be effective 
with respect to such changed color addi¬ 
tive and such changed color additive 
shall be considered to be from a batch 
that has not been certified In accordance 
with the regulations in this part. 

(c) If at any time after a certificate is 
received by the person to whom it is 
Issued any color additive from the batch 
covered by such certificate becomes 
changed in composition, such certificate 
shall expire with respect to such changed 
color additive. After such expiration, 
such color additive shall be considered to 
be from a batch that has not been certi¬ 
fied in accordance with this part: except 
that such color additive shall not be so 
considered when used for coloring a food, 
drug, or cosmetic, or for the purpose of 
certifying a batch of a mixture In which 
such color additive was used as an in¬ 
gredient, or for use in preparing a batch 
of a mixture for which exemption from 
certification has been authorized, if such 
change resulted solely from such use. 

<d) A certificate shall expire with re¬ 
spect to any color additive covered there¬ 
by if the package In which such color 
additive was closed for shipment or de¬ 
livery Is opened. After such expiration 
such color additive shall be considered to 
be from a batch that has not been cer¬ 
tified. except that such color additive 
shall not be so considered when the pack¬ 
age is opened: <1> and such color additive 
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Is used, subject to the restrictions pre¬ 
scribed by paragraphs (f), (g), and (h) 
of this section, in coloring a food. drug, 
or cosmetic: (2) for the purpose of cer¬ 
tifying a batch made by repacking such 
color: (3) for the purpose of certifying 
a batch of a mixture in which such color 
is used as an Ingredient: or (4) for the 
purpose of preparing a batch of a mix¬ 
ture for which exemption from certifica¬ 
tion has been authorized: or <5) when 
the package is reopened solely for re¬ 
packaging by the person to whom such 
certificate was issued. 

* A certificate shall not be effective 
with respect to a package of color addi¬ 
tive and such color additive shall be con¬ 
sidered to be from a batch that has not 
been certified if such package Is shipped 
or delivered under a label which does not 
bear all words, statements, and other in¬ 
formation required by 1 70.25 of this 
chapter to appear thereon. 

<f> A certificate shall not be effective 
with respect to a package of color addi¬ 
tive. and such color additive shall be 
considered to be from a batch that has 
not been certified if: 

(1 ) Such package has not been scaled 
in accordance with 170.20 of this 
chapter. 

(2) Such package has been sealed in 
accordance with f 70.20 of this chapter 
and the seal has been broken. Inten¬ 
tionally or accidentally, unless such seal 
has been broken for the purpose of using 
color additive In accordance with } 80.38. 
or. such package has been opened by a 
duly authorized representative of the 
Administration or Department in the 
performance of his official duties, and he 
has Immediately rescaled the package in 
conformance with f 70.20 of this chapter. 

<g> A certificate shall not be effective 
with respect to a package of color addi¬ 
tive and such color additive shall be con¬ 
sidered to be from a batch that has not 
been certified if such color additive b 
used in any manner other than that for 
which It was certified. 

(h) When the listing or the specifica¬ 
tions for a color additive are revoked or 
amended, the final order effecting the 
revocation or amendment may specify, 
in addition to Its own effective date, a 
date on which all certificates for existing 
batches and portions of batches of such 
a color additive theretofore issued under 
such revoked or amended regulations 
shall cease to be effective; and any such 
lots of the color additive shall be re¬ 
garded as uncertified after the date 
specified unless a new certificate can be 
and b obtained in conformance with the 
new regulations. When a certificate thus 
ceases to be effective for a color additive, 
any certificates previously issued for a 
color additive mixture containing that 
color additive 6hall cease to be effective 
on the same date. Use of such color 
additive or color additive mixture after 
such specified date without the new cer¬ 
tificate in preparing food, drugs, or cos¬ 
metics will result in such food, drugs, or 
cosmetics being adulterated. When a 
certified color additive has been used in 
food, drugs, or cosmetics and the status 
of the color additive b thereafter 


changed by amendment or revocation of 
its listing or specification regulations, 
such food, drugs, and cosmetics will not 
be regarded as adulterated by reason of 
the use of such color additive, unless the 
hazard to health b such that exbting 
stocks of the foods, drugs, or cosmetics 
cannot be safely used, in which cases 
findings to that effect will be made and 
regulations appropriate for such special 
cases will be issued. 

| 80.34 Authority to refuse rerti lira lion 
MTticf. 

«a> When it appears to the Commis¬ 
sioner that a person has: 

<1> Obtained, or attempted to obtain, 
a certificate through fraud or misrepre¬ 
sentation of a material fact. 

*2) Falsified the records required to be 
kept by | 80.39; or 

i3> Failed to keep such records, or to 
make them available, or to accord full 
opportunity to make inventory of stocks 
on hand or otherwise to check the cor¬ 
rectness of such records, as required by 
§ 80.39 ; or 

(4) Refused to permit duly authorized 
employees of the Food and Drug Admin¬ 
istration free access to all manufacturing 
facilities, processes, and formulae in¬ 
volved In the manufacture of color addi¬ 
tives and intermediates from which such 
color additives are derived; 

he may Immediately suspend certi¬ 
fication service to such person and may 
continue such suspension until adequate 
corrective action has been taken. 

(b) Any person who contests suspen¬ 
sion of service shall have an opportunity 
for a regulatory hearing before the Food 
and Drug Admlnbtratlon pursuant to 
Part 16 of thb chapter. 

§ 80.83 Color additive mixture*: rrilifi- 
ention nnd exemption from certifica¬ 
tion. 

ta> Color additive mixtures to be cer¬ 
tified. Any color additive mixture that 
contains one or more straight colors 
listed in Part 74 of thb chapter, together 
with any diluents listed in such subparts 
for use with such straight colors, shall 
be certified if intended for use in foods, 
drugs, or cosmetics, or in coloring the 
human body, os the case may be. sub¬ 
ject to any restrictions prescribed in 
Parts 70 and 7i of thb chapter. 

<b> Color additive mixtures exempted 
from certification. A color additive mix¬ 
ture prepared from a previously certified 
batch of one or more straight colors, with 
or without any diluent that has been 
lbted In Part 73 of thb chapter for use in 
mixtures, shall be exempt from batch 
certification if the straight color used 
has not changed in composition in any 
manner whatsoever since its certifica¬ 
tion and If It b simply mixed with the 
approved diluents for exempt mixtures 
The label of such color additive mixtures 
shall not bear the lot number assigned 
by the Food and Drug AdminbtraUon to 
the certified straight color componeub, 
but shall bear the manufacturer's con¬ 
trol number through which the hbtory 
of the straight color can be determined. 
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(c) Additions t to the Ust of diluents 
A person requesting additions to the list 
of diluents authorized for the purposes 
described in paragraphs fa) and <b) of 
this section shall submit a petition in 
accordance with the provisions of I 71.1 
of this chapter. Each such petition shall 
be accompanied by the fee prescribed in 
i 70.19 of this chapter, unless there is 
an advance deposit to be used for pre¬ 
payment of such fees. 

Not*: The provisions of k 80.35 with re¬ 
spect only to diluents for use in cosmetic 
color additive mixtures were stayed, until a 
regulation is effected listing safe diluents 
lor cosmetic use. Including cosmetics which 
color the human body. 29 P R. 18495. Dec. 29. 
1964. 

§ 80.37 Treatment of batch pending cer¬ 
tification. 

Immediately after the sample that is 
to accompany a request for certification 
of a batch of color additive is taken, 
the batch shall be: 

(a) Stored in containers of such kind 
as to prevent change in composition. 

(b) Held under the control of the 
person requesting certification until 
certified. 

(c) Marked, by labeling or otherwise. 
In a manner such that there can be no 
question as to the identity of the batch 
and no question that it is not to be used 
until the requested certificate has been 
issued. 

§ 80.38 Trcnltiicn* of butch sifter certi¬ 
fication. 

(a) Immediately upon notification 
that a batch of color additive has been 
certified, the person requesting certifi¬ 
cation thereof shall identify such batch, 
by labeling, with the certified lot num¬ 
ber. 

(b) The person requesting certifica¬ 
tion shall maintain storage in such man¬ 
ner as to prevent change in composition 
until such batch has been packaged and 
labeled as required by 1$ 70.20 and 70.25 
of this chapter, except that the person 
requesting certification may use such 
color additive for the purpose of color¬ 
ing a food. drug, or cosmetic. 

§ 80.39 Record* of distribution. 

<a) The person to whom a certificate 
Is issued shall keep complete records 
showing the disposal of all the color ad¬ 
ditive from the batch covered by such 
certificate. Upon the request of any of¬ 
ficer or employee of the Pood and Drug 
Administration or of any other officer 
or employee acting on behalf of the Sec¬ 
retary of Health. Education, and Wel¬ 
fare, such person, at all reasonable hours 
until at least 2 years after disposal of 
all such color additive, shall make such 
records available to any such officer or 
employee, and shall accord to such officer 
or employee full opportunity to make In¬ 
ventory of stocks of such color additive 
on hand and otherwise to check the cor¬ 
rectness of such records. 


<b> The records required to be kept 
by paragraph (a) of this section shall 
show: 

<1) Each quantity used by such per¬ 
son from such batch and the date and 
kind of such use. 

(2) The date and quantity of each 
shipment or delivery from such batch, 
and the name and post-office address 
of the person to whom such shipment 
or delivery was made. 

<c) The records required to be kept 
by paragraph (a) of this section shall 
be kept separately from all other records. 


PART 81—GENERAL SPECIFICATIONS 
AND GENERAL RESTRICTIONS FOR 
PROVISIONAL COLOR ADDITIVES FOR 
USE IN FOODS. DRUGS, AND COSMET¬ 
ICS 

8ec. 

81.1 Provisional lists of color additives. 
81.10 Termination of provisional listings of 
color additives. 

8125 Temporary tolerances. 

81.27 Conditions of provisional listings of 
additives. 

81 30 Cancellation of certificates. 

81.32 Limitation of certificates. 

Authority: The provisions of this Part 81 
are Issued under Title II of Public Law 86-618, 
sec. 203(c). (d). 74 Stat. 405 (21 U8.C. 376. 
note), unless otherwise noted. 


§ 81.1 Provisional lists of color additive*. 

The Commissioner of Food and Drugs 
finds that the following lists of color ad¬ 
ditives are provisionally listed under sec¬ 
tion 203(b) of the Color Additive Amend¬ 
ments of 1960 (sec. 203(b), 74 Stat. 405 
<21 U.S.C. 376 note)). Except for color 
additives for which petitions have been 
filed, progress reports are required by 
January 1,1968, and at 6-month intervals 
thereafter. Specifications for color addi¬ 
tives listed in paragraphs <a>, <b). and 
<c) of this section appear in the respec¬ 
tive designated sections. The listing of 
color additives In this section is not to be 
construed as a listing for surgical suture 
use unless color additive petitions have 
been submitted for such use or the Com¬ 
missioner has been notified of studies un¬ 
derway to establish the safety of the 
color additive for sue huse. The color 
additives listed in paragraphs (a), <b), 
and <c> of this section may not be used 
in products which are intended to be used 
in the area of the eye. The color additives 
listed in paragraphs (a), <b>, <c), (f>, 
and (g) of this section are provisionally 
listed until the closing dates set forth 
therein, conditioned on compliance with 
the applicable requirements of para¬ 
graphs <a), (b), (o), and <d) of I 81.27. 

(a) Color additives previously and 
presently subject to certification and 
provisionally listed for food . drug, and 
cosmetic use. 


Closing dale 


Food use 


Drag and 
cosmetic use 


Restrictions 


FDAO tlnrrri No, 3 (sec. 82.201 of tb* chapter).. ... Jan. 31,1381 Jan. 31,1981 

FDAO Yello w So. * Out. 74.708 of Uii* chapter).do.».do. 

FDAt- Yellow No. 8 (sec. 82.706 of thi» chapter)...do._.do.. 

FDAC Rad No. 3 (soc. 74.303 of this chapter)...do.».do_ 

FDAT blue No. 1 (**. 74.101 of this chapter)..da*.do_ 

FDAC Blue No. 2 (sec. 74.1102 of this chapter)..do....do_.... Food and ingested 

druca. 

Lake* (FDAC) (sec. 82.51 of this chapter)........ 


1 Lakes only. 

(b) Color additives previously and presently subject to certification and provi¬ 
sionally listed for drug and cosmetic use. 


noting date 


Restrictions 


DAC Green No. 3 (see. 74.1305 of this chapter).. 

DAC Green No. 6 (av. 74.120S (a) and (b) of this chapter)... 

DAC Yellow No. 10 (sec. K7.I7I0 of this chapter).. 

DAC Red No. 6 82.I30P, of this chapter)... 

DAC Red No. 7 (Je*. 82.1307 of this chapter).... 

DAC Red No. 8 <»*c. 82.1308 of this chapter). _.. 

I>AC Red No. 9 (see. 82.1300 of This chapter)..... 

DAC Red No. 10 (see. 82.(310 of tht* chapter)... 

DAC Red No. II (we. 82.1311 of this chapter) _. 

DAC Red No. 17 (see. 82.1312 of this c iap4cr u.. 

DAC Red No. 13 <**e. 82.1313 of this chaptart. 

DAC Red No. 19 (t+c. 82.1310 of this chapter*.. 

DAC Red No. 21 (w. 82.1321 of this chapter).. 

DAC Red No. 22 (sec. <t» 1322 of this chapter!.. 

DAC Red Ow 27 (see. 82.1327 of this chapter .. 

DAC Red No. 2ft (*ec. 82.1328 of this chapter I .. 

DAC Rod No. 30 <«*. 82.1230of this chapter*.. 

DAC Red NOu 33 (<ee. 82.1333 of lids chapter) .*_ 

DAT Rad No. 3t (in*. 82.13ft of this chapter)... _........ 

DAC Red No. US (sec. .HWO of tins chapter)__ 

DAC Red No. 37 (sec. 82.1337 of this chapter)... 

DAC Orange No. 4 fire. 82.1251 of thb chapter).., 

DAC Orange No. 5 <**«. 82.1255 of this chapttr)...,,,. 

DAC Orange No. 10 (sec. 82.1280 of Ibis chapter). 

DAC Onuure No. II (sec. 82.1261 of this chapter).... 

DAC Oranfn No. 17 (sec. 82.1267 of this chapter). 

DAC Blue No. t (sec. 82.1106 of this chapter). 

(DAC) (sec. 82.1081 of this chapter).. 


.Jan. 31,1981 

.do.._ 

............do... .. ... 

.......do_ 

-do... 


-do. 

•••• .do. 

.... .do....» ... 


.do-. 

.do.__ 


_do.. 

.do 

.—do........ 

July 1.W77 
Jan. 31,1981 

..do. 

Oct. 81,1977 
Jan. 31,1981 
-do. 


«. * 1 . 25 . 
1'8 
Do, 
Do, 

K 

Do. 

Do. 


K*r. 81.25. 

External use oulyr 
Sec. 41.2N 
Do. 

external use onlyi 
Pec. 81.25 


...dtL 

...do.., 

-do.. 


Do. 
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(c) Color additives previously and presently subject to certification and prori 
sio: ally listed /or use in externally applied drugs and cosmetics. 


CVoting data Rcafrtrtiwn 


Kxu I>&C Ycllov No. I (toe. 802701* of Itali chapfer).... Oflt St, 1977 

Eat DAC Orwo No. 1 fm. 803201 of Urn chapter)..do_„. 

Lakco (<*» D4rC) <M*. Ki3»] of this cho|*#f>..... 


<d) [Reserved] 

(e) [Reserved] 

(f) Color additives provisionally listed for drug use on the basis of prior com- 
mcrcial sale but which have not been nor are now subject to certification. The color 
additives listed to this paragraph arc listed only for the uses and purposes com¬ 
mercially employed prior to July 12. I960. Thus, a color additive used only in drugs 
for external application Is not provisionally listed for internal drug use. 






Ctadnr dot* 

ItratHrthttu 

Logwood.... 

— 

— 

--— 

_Oct. SI 1977 

Furylca! rut ora u* 
only. 


<g> Color additives provisionally listed 
for cosmetic use on the basis of prior 
commercial sale but ichtch have not been 
nor are now subject to certification. The 
color additives provisionally listed to this 
paragraph are so listed only for the uses 
and purposes commercially employed 


(Sec. 300(a)(2). (d)(1)(E). Public Law 86- 
618. 74 SUt. 404-405; 21 OSC. 376. note) 

§1(1.10 T« rminulion of pruvinioiuil lut¬ 
ing* of color ndditUcA. 

<a> Ext. D&C Yellow Nos. 9 and 10. 
These colors cannot be produced with 
any assurance that they do not contain 
#-naphthylnmine as an impurity. While 
it has been asserted that the two colors 
can be produced without the impurity 
named, no method of analysis has been 
suggested to establish the fact. /J-Naph- 
thylamlne is a known carcinogen: there¬ 
fore, there is no scientific evidence that 
will support a safe tolerance for these 
colors to products to be used to contact 
with the skin. The Commissioner of 
Food and Drugs, having concluded that 
such action is necessary to protect the 
public health, hereby terminates the pro¬ 
visional listing of Ext. D&C Yellow No. 9 
and Ext. D&C Yellow No. 10. 

‘b>(l> D&C Red Nos. 8, 9. 10. 19. 33. 
37; D&C Orange Nos. 3. 4. 5, and 17. 
8ubacute studies have established that 
these colors are toxic substances, unsafe 
for unrestricted use in drugs and 
cosmetics. 

(2) D&C Red Nos . 11. 11, and 13. 
These colors are chemically related to 


prior to July 12.1960. Thus, a color addi¬ 
tive previously used lor coloring cosmet¬ 
ics to be applied to portions of the body 
other than the eye area (as deilned in 
3 70.3*5)) of this chapter is not provi¬ 
sionally listed for eye-area use. 


D&C Rod No. 10. being the calcium, 
barium, and strontium salts of the same 
dye, and are chemically indistinguish¬ 
able from D&C Red No. 10 In the analysis 
of a product in which such colors have 
been used. They therefore must be sub¬ 
ject to the same restrictions imposed on 
D&C Red No. 10. 

The Commissioner of Food and Drugs, 
having concluded that such action is 
necessary for the protection of the pub¬ 
lic health, hereby terminates the pro¬ 
visional listing for the colors named In 
this section for unrestricted use to drugs 
and cosmetics. These colors arc now 
listed to Part 82 of this chapter as 
follows: 

D&C Red No. 8 (I 83 1308of this chapter). 
D&C Red No. 9 <1 82.1309 of tills chapter). 
D&C Red No. 10 (| 82.1310 of this chapter). 
D&C Red No. 11 (f 82.1311 of this chapter). 
D&C Red No. 12 (I 82.1312of this chspter). 
D&C Red No. 13 (I 82.1313 of this chapter). 
D&C Red No. 19 (f 82.1319 of thU chapter). 
D&C Red No. 33 (f 82.1333 of this chapter). 
D&C Red No 37 (I 83.1337 of this chapter). 
D&C Orange No. 4 (| 82 1254 of this chapter). 
D&C Orange No. 5 (I 82.1255 of this chapter). 
D&C Orange No. 17 (1 82 1267 of this 

chapter). 


<c> FD&C Red No. I. Results of re¬ 
cent feeding tests of this color additive 
have demonstrated it to be toxic upon 
Ingestion: 

(1) Groups of 50 rats are being fed 
diets containing FD&C Red No. 1 at 
levels of 5 percent, 2 percent, 1 percent. 
0 5 percent, and 0 percent At this stage 
of the tests, which have now been to 
progress for from 15 months to 18 
months, 116 animals from the 250 being 
fed FD&C Red No. i at various levels and 
27 of the 100 controls have died. Of 
these. 11 being fed at the 5 percent level. 
16 being fed at the 2 percent level. 11 
being fed at the 1 percent level, and 2 
being fed at the 0.5 percent level, have 
shown liver damage. None of the con¬ 
trols that have died have shown liver 
damage. 

(2) Groups of 100 mice are being fed 
diets containing 2 percent. 1 percent, 0.5 
percent, and 0.1 percent FD&C Red No. 
1, with 400 mice as controls. All mice 
on dosage levels of 2 percent and 1 per¬ 
cent died before the seventieth week. 
Gross liver damage has been observed in 
all groups fed at the 0.5 percent diet 
and above. 

(3) Groups of 4 dogs are being fed 
diets containing 2 percent. 1 percent, 
0.25 percent, and 0 percent FD&C Red 
No. 1. Three of the dogs on the 2 per¬ 
cent dosage level died before 32 weeks; 
the other Is living. Three of the dogs 
on the 1 percent dosage level died or 
were sacrificed within 13 months. All 
deceased or sacrificed dogs have shown 
liver damage grossly and/or microscop¬ 
ically. Deceased dogs on the 1 percent 
and 2 percent dosage level showed poor 
physical condition. 

The Commissioner of Food and Drugs 
having concluded that ingestion of this 
color additive over a long period of time 
would be unsafe, and in order to pro¬ 
tect the public health, hereby termi¬ 
nates the provisional listing of FD&C 
Red No. I for use to foods, drugs, and 
cosmetics. 

<d) FD&C Red No. 4. Feeding teste of 
this color additive have been conducted 
with three species: 

(1> Rats of the Osborne-Mendel and 
Sprague-Dawley strains were fed FD&C 
Red No. 4 for 2 years at levels of 5 per¬ 
cent. 2 j>ercent, 1 percent, and 0.5 per¬ 
cent of the diet. No effect was found. 

<2> Mice of the C3Hf and C57BL 
strains were fed FD&C Red No. 4 for 2 
years at levels of 2 percent and 1 per¬ 
cent of the diet. No effect was found. 

(3) Doga were fed FD&C Red No. 4 
at levels of 2 percent and 1 percent of the 
diet. Adverse effects were found at both 
levels in the urinary bladder and in the 
adrenals. Three dogs of five fed on the 
2-percent level died after 6 months. 9 
months, and 5& years on the test. Two 
of the dogs on the 2-percent level and 
all five of the dogs on the 1-percent level 
survived to the completion of the 7 year 
study. 

The Commissioner of Food and Drugs 
has concluded that available data do not 
permit the establishment of a safe level 
of use of this color additive In food, in¬ 


rotor additive 


Aluminum powder 
Aniutu*.. 

Bismuth dUmir. .... 


Ckwfoc 
July 1.1977 


lUarmith oxychloride. 

Branwpovtk..._..._ 

Carmine... 

Carotene.... 

Cluomium hydroxide 

Chromium avid* rrrmn. 

Copper. zneUlMo pcn iU.. I 
Ferne fmocyouJd* (Iron IUu»).. 

Graphite...... 

(itianln* (prerl _ 

Lead oreUUe___ 


Mica. 

Zinc 


-Oti. 31,1*7 

....— .. 

.—.July 1.1977 

—.Jim. 31.1*1 

. July 1.1977 

....do ... .. 

. . . . — 

.......... ...Bo..,.. 

■ i , 

. Oet. 31,1977 

. July 1,1977 

. Oei. 31.1977 


_July 1.1977 

.do. 


Rcetrk ttons 


None. 

Do. 

For tar os o color com- 
IKKMJll iU hair d>«. 
Nonr. 
i it 

BS 

j>*», 

DO. 

Do. 

Do. 

Do. 

Do. 

DO. 

Do. 

For tar ui rotor com¬ 
ponent tn hair dye. 
Not* 

Do. 
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gested drugs and Ingested cosmetics. In 
order to protect the public health, the 
Commissioner hereby terminates the 
provisional listing of FDfcC Red No. 4 
for use In food and ingested drugs. The 
Commissioner has previously terminated 
the provisional listing of FDfcC Red No. 
4 for use In Ingested cosmetics. FDfcC 
Red No. 4 is listed for use in externally 
applied drugs and cosmetics by $5 74.1304 
and 74.2304 of this chapter, respectively. 
Section 82.304 of this chapter is retained 
In Part 82 of this chapter to permit the 
use of lakes of FDfcC Red No. 4 in exter¬ 
nally applied drugs and cosmetics. 

<e> FD&C Violet So. 1 . The Commis¬ 
sioner of Food and Drugs, In order to 
protect the public health, hereby termi¬ 
nates the provisional listing of FDfcC 
Violet No. 1 for use In foods, drugs, and 
cosmetics. 

<f> FD&C Red So. 2 . The Commis¬ 
sioner of Food and Drugs, in order to 
protect the public health, hereby termi¬ 
nates the provisional luting of FDfcC 
Red No. 2 for use in food, drugs, and 
cosmetics. 

<g) Carbon black (prepared by the 
impingement * or ‘channel '* process ). 
The Commissioner of Food and Drugs, in 
order to protect the public health, hereby 
terminates the provisional listing of car¬ 
bon black (prepared by the '‘Impinge¬ 
ment" or “channel" process * for use in 
food, drugs, and cosmetics. 


Color addttivc Percent 

DfcC Orange No 5 (| *2 1255 of thia 

chapter) ..........>. g 

DfcC Orange No. 17 (182 1267 of this 

cliADter» a 

DfcC Red No. 8 ( I 82 1308 of this 

chapter) . 6 

DfcC Red No. 9 <1*2 1309 of this 

chapter) —. * 

DfcC Rod No. 10 (182.1810 of thU 

chanter 1 a 

D&C Red No 21 (V82 1311 of this 
chanter) _ a 

DfcC Red No. 12 (182.1812 of thU 

chapter) . * 

DfcC Red No. 18 (182 1318 of LhU 

chapter) .. q 

DfcC Red No. 10 (182.1319 of UkU 

chapter) _ q 

DfcC Red No. 33 (1 82 1333 of this 

chapter) . o 

DfcC Red No. 38 (1 82 1336 Of Chi* 
chapter) . c 


These color additives are therefore re¬ 
tained on the provisional list for use in 
lipstick with the Indicated temporary 
tolerances which are expressed as per¬ 
cent pure dye by weight of each lipstick. 
These color additives may be used In 
combinations provided the Individual 
tolerance Is not exceeded and the total 
percent of all colors used does not ex¬ 
ceed 6 percent pure dye by weight of the 
lipstick. These color additives and DfcC 
Red No. 37 are retained without toler¬ 
ance restrictions for externally applied 
drugs and cosmetics. 


§81.23 Temporary tolcrunrc*. 

Two-year chronic rat feeding studies. 
Including hlstopathology, of DfcC Red 
No. 9 and DfcC Red No. 10 have been 
completed. A final determination of the 
status of these colors for ingestion must 
await chronic feeding studies with a non¬ 
rodent species. However, pharmacolo¬ 
gists of the Food and Drug Administra¬ 
tion have concluded, on the basis of 
chronic feeding studies with the rat, that 
a no-effect level of feeding of 100 parts 
per million will be accepted pending 
chronic feeding studies with a nonrodent 
species. Since the subacute toxicity of 
the two colors is of the same order of 
subacute toxicity as the other nine colors 
listed In 9 81.10(b) (1), it can be assumed 
for the purpose of temporary tolerances 
that the same no-effect level of feeding 
for the nine colors is also 100 parts per 
million. Data have been submitted which 
indicate that the maximum amount of 
the color additives listed In paragraph 
(a) of this section likely to be Ingested 
dally from lipstick will correspond to 
about 0.1 part per million In the dally 
diet. On this basis, it Is not inconsistent 
with the protection of the public health 
to allow, during this transitional period, 
continued use of these products in lip¬ 
stick and in other products that may be 
ingested in the amounts specified In this 
section. 

(a) Pursuant, therefore, to the au¬ 
thority in section 203(d) (I) <C> of the 
Color Additive Amendments of i960, 
temporary tolerances are established for 
the following color additives: 


(b> (1) The colors named In this para¬ 
graph may safely be used, during the 
transitional period, in drug products and 
in such other preparations subject to in¬ 
gestion as mouthwashes and dentifrices, 
where total usage reasonably to be ex¬ 
pected to be ingested does not contribute 
more than 1 part per million of any such 
color additive or combination of color 
additives to the human diet Therefore, 
to meet this limitation the following col¬ 
ors are retained on the provisional list 
of color additives for use in drug prod¬ 
ucts for Internal use, mouthwashes, den¬ 
tifrices. and proprietary products, under 
a temporary tolerance, provided that In 
no Instance shall such color additives 
contribute more than 0.75 milligram of 
the color additive, expressed as pure dye, 
to the amount of the product reason¬ 
ably expected to be ingested in 1 day. 


DfcC Orange 
ter). 

DfcC Red No. 
DfcC Red No. 
DfcC Red No. 
DfcC Red No. 
DfcC Red No. 


no. o <f 82.1255 or thli chAp- 

8 (| 62.1308 of this chapter). 

12 (182.1312 or this chapter). 
19 (f 62 1 319 of this chapter). 
33 (| 62.1333 of this chapter). 
37 (182.1337 of this chapter). 


(2) DfcC Red No, 30 (} 82.1336 of this 
chapter) is retained on the provisional 
list of color additives for use in drug 
products for internal use. mouthwashes, 
dentifrices, and proprietary products, 
under a temporary tolerance, provided 
that in no Instance shall it contribute 
more than 1.7 milligrams of the color 
additive, expressed as pure dye. to the 
amount of the product reasonably ex¬ 
pected to be ingested in 2 day. 


§ 81.27 ('omliliori* <»f provisional listing. 

The closing dates for the use of the 
color additives provisionally listed in 
l 81.1 are postponed until the dates es¬ 
tablished in that section conditioned on 
compliance with the requirements of 
paragraphs (a). (b>. <c>. and ({D of this 
section, where applicable. The closing 
dates will not be postponed beyond the 
dates in { 81.1 unless extraordinary cir¬ 
cumstances are shown. Requests for fur¬ 
ther postponement based on extraordi¬ 
nary circumstances shall be submitted in 
writing and state In detail the basis for 
the request. If the requirements of para¬ 
graphs (a), (b). <c>, and (d> of this 
section are not complied with, the pro¬ 
visional listing for the color additiveU> 
involved will be terminated immediately. 

<a> The closing date for the following 
14 color additives is postponed until 
July 1,1977, while 4-week eye area studies 
In the rabbit are conducted and evalu¬ 
ated, and subject to compliance with the 
requirements of this paragraph: Alumi¬ 
num powder, annatto, bismuth oxychlo¬ 
ride, bronze powder, caramel, carmine, 
carotene, chromium hydroxide green, 
chromium oxide greens, copper (metallic 
powder), ferric ferrocyanide, guanine 
(pearl essence), mica, and zinc oxide. 

(1) At least one petitioner for each of 
the 14 color additives listed in paragraph 
<m of this section shall agree in writing 
by March 7, 1977 to undertake the eyo 
area studies. 

(2) A full written report of the results 
of the studies shall be submitted to the 
Division of Food and Color Additives, 
Food and Drug Administration. 200 C 
St. SW.. Washington. DC 20204, by 
March 21. 1977. 

(3) The petitioners undertaking the 
studies shall immediately notify the Di¬ 
vision of Food and Color Additives of any 
findings that indicate a potential for the 
color additive to cause adverse effects. 

(b) The closing date for bismuth cit¬ 
rate, bismuth oxychloride, caramel, and 
lead acetate is postponed until Octo¬ 
ber 31, 1977, while short-term studies are 
conducted and evaluated, and subject to 
compliance with the requirements of this 
paragraph. 

(1) At least one petitioner for each of 
of the four color additives listed In para¬ 
graph (b) of this section shall agree in 
writing by March 7. 1977 to undertake 
the short-term studies on the color ad¬ 
ditives. 

<2> A full written report on the ab¬ 
sorption studies for bismuth citrate and 
lead acetate and a full written report on 
the subchronic studies for bismuth cit¬ 
rate. bismuth oxychloride, and caramel 
shall be submitted to the Division of 
FVxkI and Color Additives, Food and Drug 
Administration. 200 C St. SW., Washing¬ 
ton, DC 20204. by August 3, 1977. 

(3) The petitioners undertaking the 
studies shall immediately notify the Divi¬ 
sion of Food and Color Additives of any 
findings that indicate a potential for the 
color additive to cause adverse effects. 
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<c) T7ie closing date for the following 
nine color additives is postponed until 
October 31. 1977. while chemistry data 
and analytical methods to establish 
specifications for them are developed 
and evaluated and subject to com¬ 
pliance with the requirements of this 
paragraph: D&C Yellow No. 10. D&C Red 
No. 6. D&C Red No. 7. D&C Red No. 30. 
D&C Orange No. 4. D&C Blue No. 6. Ext. 
D&C Yellow No. 1, Ext. D&C Green No. 
1. and graphite. 

(1) At least one petitioner for each 
of the nine color additives listed in para¬ 
graph <c> of this section shall agree in 
writing by March 3. 1977 to undertake to 
develop the necessary chemistry data 
and analytical methods for the color 
additives. 

(2) The required chemistry data and 
analytical methods shall be submitted to 
the Division of Pood and Color Additives. 
Food and Drug Administration. 200 C 
St. SW.. Washington. DC 20204. by Au¬ 
gust 3. 1977. 

<3) The petitioners undertaking the 
studies shall immediately notify the 
Division of Food and Color Additives of 
any findings that indicate a potential 
for the color additive to cause adverse 
effects. 

id) The closing date for the following 
32 color additives is postponed until Jan¬ 
uary 31, 1981, while chronic toxicity 
feeding studies and In the case of cara¬ 
mel. a lifetime mouse skin painting study, 
are conducted and evaluated, and subject 
to compliance with the requirements of 
this paragraph: FD&C Yellow No. 5. 
FD&C Yellow No. 6. D&C Yellow No. 10. 
FD&C Red No. 3. D&C Red No. 6. D&C 
Red No. 7. D&C Red No. 8. D&C Red No. 
9. D&C Red No. 10. D&C Red No. 11. D&C 
Red No. 12. D&C Red No. 13. D&C Red 
No. 19. D&C Red No. 21. D&C Red No. 22. 
D&C Red No. 27. D&C Red No. 28. D&C 
Red No. 30, D&C Red No. 33. D&C Red 
No. 36. D&C Red No. 37. FD&C Green No. 
3. D&C Green No. 5. D&C Green No. 6. 
FD&C Blue No. 1, FD&C Blue No. 2. D&C 
Blue No. 6. D&C Orange No. 5. D&C 
Orange No. 10. D&C Orange No. 11. D&C 
Orange No. 17, and caramel. 

<1 > At least one petitioner for each of 
the 32 color additives listed in paragraph 
(d) of this section shall agree' in writing 
by March 7. 1977 to undertake the re¬ 
quired studies on the color additives. 

(2) The petitioners undertaking the 
studies shall submit a protocol for the 
conduct of the studies to the Division of 
Food and Color Additives, Food and 
Drug Administration, 200 C St. SW., 
Washington. DC 20204. for review, and 
acceptance or rejection, by April 5, 1977. 

(3) An initial progress report of the 
studies on the color additives shall be 
submitted to the Division of Food and 
Color Additives by December 31, 1977. 
Further progress reports shall be sub¬ 
mitted at 6-month intervals thereafter. 
A full report of the studies conducted 
on the color additives shall be submitted 
to the Division of Food and Color Addi¬ 
tives by August 4, 1980. 

<4> The petitioners undertaking the 
studies shall immediately notify the Di¬ 
vision of Food and Color Additives of any 
findings that indicate potential for the 
color additive to cause adverse effects. 


§ 81.30 Cancellation of certificate*. 

(a) Certificates issued heretofore for 
colors being removed from the provi¬ 
sional list <| 81.10(a)) ore cancelled and 
of no effect after December 1. 1960, and 
use of such color additives in drugs or 
cosmetics after that date will result in 
adulteration. 

(b) (1» Certificates issued heretofore 
for the color additive designated FD&C 
Red No. 1 are cancelled as of the date of 
the publication of this Order, and use of 
this color additive in the manufacture 
of foods, drugs, or cosmetics after that 
date will result In adulteration. 

c2> The Commissioner finds that no 
action needs to be token to remove foods, 
drugs, and cosmetics containing this 
color additive from the market on the 
basis of the scientific evidence before 
him. taking into account that the addi¬ 
tive is not an acute toxic substance and 
that it Is only used in small amounts in 
foods, drugs, and cosmetics. 

(c) Certificates issued for FD&C Red 
No. 4 and all mixtures containing this 
color additive are cancelled and have no 
effect after September 23. 1976 insofar 
as food, ingested drugs, and ingested 
cosmetics are concerned, and use of this 
color additive in the manufacture of 
food, ingested drugs, and Ingested cos¬ 
metics after this date will result in 
adulteration. The certificates shall con¬ 
tinue in effect for the use of FD&C Red 
No. 4 in externally applied drugs and 
cosmetics. The Commissioner finds, on 
the basis of the scientific evidence before 
him that no action has to be taken to 
remove from the market food, ingested 
drugs and ingested cosmetics containing 
the color additive. 

(d) Certificates issued for the follow¬ 
ing color additives and all mixtures con¬ 
taining these color additives are can¬ 
celed and have no effect after October 
4, 1966, and use of such color additives 
in the manufacture of foods, drugs, or 
cosmetics after that date will result in 
adulteration: 

FD&C Green No. 1. 

PD&C Green No 2 
D&C Green No. 7. 

D&C Red No. 5. 

D&C Red No. 14. 

D&C Red No. 18. 

D&C Red No. 24. 

D&C Red No. 29. 

D&C Red No. 35. 

D&C Red No. 38. 

. D&C Orange No. 3. 

D&C Orange No. 8. 

D&C Orange No. 14. 

D&C Orange No. 15. 

D&C Orange No. 16. 

D&C Blue No. 7. 

D&C Black No. 1. 

Ext. D&C Yellow No. 8. 

Ext. D&C Yellow No. 8. 

Ext. D&C Red No. 1. 

Ext. D&C Red No. 2. 

Ext D&C Red No. 3 
Ext. D&C Red No. 10. 

Ext D&C Red No. 11. 

Ext. D&C Red No. 13. 

Ext. D&C Red No. 14. 

Ext. D&C Red No. 15. 

Ext. D&C Blue No. 1. 

Ext. D&C Blue No. 4. 

Ext. D&C Orange No. 1. 

Ext. D&C Orange No. 4. 


<e) Certificates issued for the follow¬ 
ing color additives and all mixtures con¬ 
taining these color additives are can¬ 
celed and have no effect after July 1. 
1968. and use of such color additives in 
the manufacture of drugs or cosmetics 
after that date will result in adultera¬ 
tion: 

Ext. D&C Yellow No. 3. 

Ext. D&C R<d No. 8. 

Ext. D&C Orange No. 3. 

<f) Certificates issued for D&C Yellow 
No. 11 and all mixtures containing this 
color additive are canceled and have no 
effect after Apnl 30. 1968. insofar as in¬ 
gested use Is concerned. Use of this color 
additive in the manufacture of ingested 
drugs or cosmetics subject to ingestion 
after that date will result in adulteration. 

(g) Certificates issued for D&C Red 
No. 17. D&C Red No. 31. D&C Red No. 34. 
D&C Orange No. 4. and D&C Violet No. 2. 
and all mixtures containing these color 
additives, are canceled and have no effect 
after December 31, 1968, insofar as In¬ 
gested use is concerned. Use of these color 
additives in the manufacture of ingested 
drugs or cosmetics subject to ingestion 
after that date will result In adulteration. 

<h>(l) Certificates Issued for FD&C 
Violet No. 1 and all mixtures containing 
this color additive are canceled and have 
no effect after April 10. 1973, and use of 
such color additive in the manufacture 
of foods, drugs, or cosmetics after that 
date will result in adulteration. 

(2) The Commissioner finds that no 
action needs to be taken to remove foods, 
drugs, and cosmetics containing this 
color additive from the market on the 
basis of the scientific evidence before 
him. 

(!) Certificates issued prior to July 1. 
1968. for D&C Brown No. 1 and Ext. D&C 
Violet No. 2 and all mixtures containing 
these colors are canceled and have no ef¬ 
fect. This cancellation does not apply to 
certificates issued after March 15, 1973. 
for D&C Brown No. 1 and Ext. D&C Violet 
No. 2, which are provisionally listed in 
$ 81.1 (b) and <c> respectively for color¬ 
ing externally applied cosmetics. 

(j)(l) Certificates issued for FD&C 
Red No. 2 and all mixtures containing 
this color additive are cancelled and 
have no effect after January 28. 1976, 
and use of this color additive in the 
manufacture of food, drugs, or cos¬ 
metics after this date will result in 
adulteration. 

(2) The Commissioner finds, on the 
basis of the scientific evidence before 
him. that no action has to be taken to 
remove from the market food, drugs, and 
cosmetics containing the color additive. 

§ 81.32 limitation of certificate*. 

(a) Certain color additives . Certifi¬ 
cates Issued heretofore for color addi¬ 
tives being retained on the provisional 
list in fi 81.25. but under tolerance and 
usage restrictions, arc hereby limited to 
those uses and under those conditions 
imposed by that section. Use of such 
color additives In any other manner 
after December 1, 1960. in drugs or cos¬ 
metics will result in adulteration. Any 
color additive certified under such tol¬ 
erance and usage restrictions after Oc- 
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tober 12. 1960. shall bear a label state¬ 
ment of the name of the color additive 
and of the tolerance and use limitations 
applicable to it. 

<b) I Reserved] 

(c> D&C Red No. 36. Certificates 
Issued heretofore for D&C Red No. 36 
and all mixtures containing this color 
additive are limited effective October 
31, 1970, to the conditions imposed by 
f 81.25 <a> and (b) (2) ). Use of D&C 
Red No. 36 in any other manner after Oc¬ 
tober 31. 1970, in drugs or cosmetics will 
result in adulteration. Any D&C Red No. 
36 distributed after October 31. 1970, 
shall bear a label statement of the toler¬ 
ance applicable to It. 

(Sec 303(a)(2). 74 SUt. 404; 21 Ufl.C. 376. 
note) 


PART 82—LISTING OF CERTIFIED PROVI- 
SIONALLY LISTED COLORS AND SPEC¬ 
IFICATIONS 


See 

Subpart A—General Provision* 

823 

Definition* 

82.5 

General specifications for (straight 
color*. 

82.6 

Certifiable mixture*. 

Subpart B—Food*. Drug*, and Countlki 

6250 

Oeneral. 

82.51 

Lakes (FD&C). 

82.101 

FD&C Blue No. 1. 

82.102 

FD&C Blue No. 2 

82203 

FD&C Green No. 3. 

82.303 

FD&C Red No 3 

82 304 

FD&C Red No. 4. 

62.705 

PD&C Yellow No. 5. 

82 706 

FD&C Yellow No. 6. 

Subpart C—Drug* and Cosmetic* 

82.1050 

OenenU 

82.1051 

Lake* (D&C). 

82 1104 

D&C Blue No. 4. 

82 1100 

D&C Blue No. 6 

82 1206 

D&C Green No. 5. 

82 1206 

D&C Orecn No. 6. 

82.1254 

D&C Orange No. 4. 

82.1255 

D&C Orange No. 5. 

82.1260 

D&C Orange No. 10. 

82.1261 

D&C Orange No. It. 

82.1267 

D&C Orange No. 17, 

82.1306 

D&C Red No. 6 

82,1307 

D&C Red No. 7. 

82.1306 

D&C Red No. 8. 

82.1309 

D&C Red No. 9, 

82.1310 

D&C Red No. 10. 

82 1311 

D&C Red No 11. 

‘82.1312 

D&C Red No. 12. 

82.1313 

D&C Red No. 13. 

82 1317 

D&C Red No. 17. 

82.1319 

D&C Rod No. 19. 

62 1321 

D&C Red No 21. 

82.1322 

D&C Red No 23 

62.1327 

D&C Red No 27 

82.1328 

D&C Red No. 28. 

82.1330 

D&C Reel No. 30. 

82.1331 

D&C Red No. 31. 

82.1333 

D&C Red No 33. 

82.1334 

D&C Red No 34. 

82.1336 

D&C Red No. 36. 

82.1337 

D&C Red No 37 

82.1602 

D&C Red Violet No. 2. 

82.1707 

D&C Yellow No. 7. 

82.1706 

D&C Yellow No. 8 

82.1710 

D&C Yellow No. 10. 

Subpart O—Crlirrnafly Applied Drug* and 
CoamatJc* 

82.2050 

Oeneral. 

82.2051 

Lakes* (Ext. D&C). * 

82.2201 

ExL D&C Oreen No. 1. 

82.2701a Ext. D&C Yellow No. 1. 

82 2707a Ext. D&C Yellow No. 7 


Autho«xty: Sees. 406. 504. 604. 701. 701 
706. 52 SUt. 1049 u amended. 1055-1056 iw» 
amended. 1058 aa amended (21 UAC. 346. 
354. 364, 371, 372. 376). unleaa otherwise 
noted. 

Subpart A—General Provisions 
§ 82.3 Definition*. 

For the purposes of this part 
<a)-(f> I Reserved 1 

<H> The term "alumina" means a sus¬ 
pension in water of precipitated alumi¬ 
num hydroxide. 

(h> The term "blanc fixe" means a 
suspension in water of precipitated 
barium sulfate. 

(I) The term "gloss white" means a 
suspension in water of co-precipitated 
aluminum hydroxide and barium sulfate. 

<J) The term "mixed oxides" means 
the sum of the quantities of aluminum, 
iron, calcium, and magnesium (in what¬ 
ever combination they may exist In a 
coal-tar color) calculated as aluminum 
trioxlde. ferric oxide, calcium oxide, and 
magnesium oxide. 

(k) -(m) l Reserved I 

tn) The term "externally applied 
drugs and cosmetics” means drugs and 
cosmetics which are applied only to ex¬ 
ternal parts of the body and not to the 
lips or any body surface covered by 
mucous membrane. 

(o) and <p) (Reserved! 

(q> The definitions and interpreta¬ 
tions of terms contained in section 201 
of the Federal Food. Drug, and Cosmetic 
Act shall be applicable also to such terms 
when used in this part, 

§ 82.3 Gen rat! *|w*cifirati«»i* for Mrm’r.lii 
color*. 

No batch of a straight color listed in 
Subpart B. C, or D shall be certified 
under this part unless: 

(a) It is free from all impurities (other 
than those named in paragraph (b; of 
this section or in the specifications set 
forth in such paragraph for such color) 
to the extent that such impurities can be 
avoided by good manufacturing practice. 

(bi It conforms to the following speci¬ 
fications : 

(l) In the case of a straight color 
listed In Subpart B: 

<1) Lead <as Pb>, not more than 0 001 
percent. 

<il> Arsenic <as AsiCL). not. more than 
0.00014 percent. 

<Ui> Heavy metals (except Pb and As) 
(by precipitation as sulfides), not more 
than trace. 

(2) In the cose of a straight color 
listed in Subpart C or D: 

(1) Lead (as Pb). not more than 0 002 
percent. 

Hi) Arsenic (as As.O,>. not more than 
0.0002 percent. 

(Ui> Heavy metals (except Pb and As) 
<by precipitation as sulfides), not more 
than 0.003 percent. 

(3) In the case of a straight color 
which contains a barium salt listed in 
Subpart C or D—soluble barium (in 
dilute HC1) (as BaCL>, not more than 
0.05 percent. 


§ 82.6 Ortifiaklr 

(a) A batch of a mixture which con¬ 
tains no straight color listed in Subpart 
C or D may be certified for use in food, 
drugs and cosmetics, If: 

(1) Each coal-tar color used as an in¬ 
gredient in mixing such batch Is from a 
previously certified batch and such color 
lias not changed In composition in any 
manner whatever since such previous 
certification, except by mixing into such 
batch of mixture: 

(2) Each diluent tn such batch of 
mixture is harmless and suitable for use 
therein; and 

(3* No diluent (except resins, natural 
gum. pectin and. in the case of mixtures 
which are aqueous solutions or aqueous 
pastes, sodium benzoate in a quantity of 
not more than Me of 1 percent) in such 
mixture is a nonnutritive substance, 
unless such mixture is for external appli¬ 
cation to shell eggs, or for use hi coloring 
a food specified in the requests for cer¬ 
tification of such batch submitted In 
accordance with I 80.21 or this chapter, 
and such diluent, in the usual process of 
manufacturing surh food, is removed and 
does not become a component of such 
food. 

(b> A batch of a mixture which con¬ 
tains no straight color listed in Bubpnrt 
D. or which contains a diluent not per¬ 
mitted by paragraph <a>(3> of this sec¬ 
tion. may be certified in accordance with 
the provisions of this part, for use only 
in drugs and cosmetics, if: 

(D Each coal-tar color used as an 
ingredient in mixing such batch is from 
a previously certified batch and such 
color has not changed in composition in 
any manner whatever since such previ¬ 
ous certification, except by mixing Into 
such batch of mixture, 

(2) Each diluent In such batch of 
mixture Is harmless and suitable for use 
therein. 

(c) A batch of a mixture which con¬ 
tains a straight color listed In Subpart D 
may be certified In accordance with the 
provisions of this part, for use only in 
externally applied drugs and cosmetics, 
if: 

< 1» Each coal-tar color used as on in¬ 
gredient in mixing such batch is from 
a previously certified batch and such 
color has not changed in composition in 
any manner whatever since such previ¬ 
ous certification, except by mixing into 
such batch of mixture: and 

(2) Each diluent in such batch of 
mixture Is harmless and suitable for ire 
therein. 

Subp.irt B—Foods, Drugs, and Cosmetics 
§ 82.50 C«*nrail. 

A batch of a straight color listed in this 
t.ubpart may be certified, in accordance 
with the provisions of the regulations in 
this part, for use In food, drugs, and cos¬ 
metics. if such batch conforms to the 
requirements of $ 82.5 and to the specifi¬ 
cations In this subpart set forth for such 
color. 

fi 82.51 l.nkr* (FD&C). 

(a)(1) General. Any lake made by 
extending on a substratum of alumina, a 
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salt prepared from one of the certified 
water-soluble straight colors hereinbe¬ 
fore listed In this subpart by combining 
such color with the basic radical alumi¬ 
num or calcium. 

12) Specifications. 

Prepared from previously certified 
colors listed in tills subpart. 

Soluble chlorides and sulfates <as so¬ 
dium salts), not more than 2.0 percent. 

Inorganic matter, insoluble HCI, not 
more than 0.5 percent. 

<b) Each lake made as prescribed in 
paragraph (a) of this section shall be 
considered to be a straight color and to 
be listed therein under the name which 
is formed as follows: 

(1) The listed name of the color from 
which the lake is prepared: 

<2) The name of the basic radical 
combined in such color: and 

(3) The word •'Lake". 

(For example, the name of a lake pre¬ 
pared by extending the aluminum salt 
prepared from FD&.C Blue No. 1 upon 
the substratum would be FD&C Blue No. 
1 —Aluminum Lake.) 

§ 82.101 FDAC Blue No. 1. 

The color additive FD&C Blue No. 1 
shall conform In identity and specifica¬ 
tions to the requirements of § 74.101 (a) 
(1) and <b> of this chapter. 

§ 82.102 FDAC Blue No. 2. 

The color additive FD&C Blue No. 2 
shall conform in identity and specifica¬ 
tions to the requirements of f 74.1102*a) 
and < b > of this chapter. 

§ 82.203 FDAC Creti No. 3. 

Disodium salt of 4-{ l4-(N-ethyl-p- 
sulfobenzylamino) - phenyl! - (4-hy- 
droxy-2-sulfonlumphenyl) -methylene} - 
11 - iN - ethyl - N - v - sulfobenzyl > -A M - 
cyclohexadieniininel. 

Volatile matter (at 135* C.). not more 
than 10.0 percent. 

Water-insoluble matter, not more 
than 0.5 percent. 

Ether extracts, not more than 0.4 per¬ 
cent. 

Chlorides and sulfates of sodium, not 
more than 5.0 percent. 

Mixed oxides, not more than 1.0 per¬ 
cent. 

Subsidiary dyes, not more than 5.0 
percent. 

Pure dye (as determined by titration 
with titanium trichloride». not less than 
85.0 percent. 

§ 82.303 FDAC Bed No. 3. 

The color additive FD&C Red No. 3 
shall conform in identity and specifica¬ 
tions to the requirements of $ 74.303<a) 

(1 1 and <b> of this chapter. 

§ 82.301 FDAC Bed No. I. 

The color additive FDfcC Red No. 4 
shall conform in identity and specifica¬ 
tions to the requirements of $ 74.1304(a) 
(1) and <b> of this chapter. FDfcC Red 
No. 4 is restricted to use in externally 
applied drugs and cosmetics. 

§ 82.703 FDAC Yrllo* No. 5. 

The color additive FDfcC Yellow No. 5 
shall conform in Identity and specifica¬ 


tions to the requirements of f 74.705(a) 
(1) and <b) of this chapter. 

§ 82.706 FDAC Yellow No. 6. 

Disodium salt of 1-p-sulfophenylazo- 
2-naphthol-6-sulfbnic acid. 

Volatile matter (at 135* C.), not more 
than 10.0 percent. 

Water-Insoluble matter, not more than 
0.5 percent. 

Ether extracts, not more than 0.2 per¬ 
cent. 

Chlorides and sulfates of sodium, not 
more than 5.0 percent. 

Mixed oxides, not more than 1.0 per¬ 
cent. 

Subsidiary dyes, not more than 5.0 per¬ 
cent. 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
85.0 percent. 

Subpart C—Drugs and Cosmetics 
§ 82.1030 Oncral. 

A batch of a straight color listed In this 
subpart may be certified, in accordance 
with the provisions of this part, for use 
only in drugs and cosmetics, if such 
batch conforms to the requirements of 
4 82.5 and to the specifications set forth 
in this subpart for such color. 

§82.1031 Lako*(l>AC). 

(a) (1) General Any lake, other than 
those listed in Subpart B. made by ex¬ 
tending on a substratum of alumina, 
blanc fixe, gloss white, clay, titanium di¬ 
oxide. zinc oxide, talc, rosin, aluminum 
benzoate, calcium carbonate, or any 
combination of two or more of these, 
(i) one of the straight colors (except 
lakes) listed in 8ubpart B or hereinbefore 
listed in this subpart, which color Is a 
salt in which is combined the basic radi¬ 
cal sodium, potassium, aluminum, bar¬ 
ium. calcium, strontium, or zirconium; 
or (il) a salt prepared from one of the 
straight colors (except lakes) listed in 
Subpart B, or hereinbefore listed in this 
subpart, by combining such color with 
the basic radical sodium, potassium, alu¬ 
minum, barium, calcium, strontium, or 
zirconium. 

(2) Specifications. 

Ether extracts, not more than 0.5 
percent. 

Soluble chlorides and sulfates (as so¬ 
dium salts), not more than 3.0 percent. 

Intermediates, not more than 0.2 
percent. 

(b) Each lake mode as prescribed in 
paragraph (a) of this section shall be 
considered to be a straight color and to 
be listed therein under the name which 
is formed as follows: 

(1) The listed name of the color from 
which the lake is prepared, except that 
if such name contains the symbol 
•‘FDfcC” such symbol shall be changed 
to -DfcC"; 

(2) The name of the basic radical 
combined in such color; and 

<3) The word “Lake.” 

(For example, the name of a lake pre¬ 
pared by extending the color DfcC Red 
No. 9 upon a substratum is "D&C Red 
No. 9—Barium Lake", and a lake pre¬ 
pared by extending the aluminum salt 


prepared from FDfcC Green No. 1 upon 
a substratum other than alumina is 
“D&C Green No. 1—Aluminum Lake’*.) 

§ 82.1101 DAC Blue No. 4. 

The color additive D&C Blue No. 4 
shall conform in identity and specifica¬ 
tions to the requirements of l 74.1104(a) 
(1) and (b) of this chapter. D&C Blue 
No. 4 Is restricted to use in externally 
applied drugs and cosmetics. 

§ 82.1106 DAC Blue No. 6. 

Indigotln. 

Volatile matter (at 135* C.>. not more 
than 5.0 percent. 

Sulfated ash. not more than 2 0 per¬ 
cent. 

Matter Insoluble in dichlorhydrin. not 
more than 1.0 percent. 

Ether extracts, not more than 0.5 
percent 

Pure dye (as determined by titration 
with titanium trichloride», not less than 
95.0 percent 

§ 82.1203 DAC Crcrn No. 3. 

The color additive D&C Green No. 5 
shall conform in identity and specifica¬ 
tions to the requirements of 8 74.1205 (a) 
and (b> of this chapter. 

§ 82.1206 DAC Green No. 6. 

The color additive DfcC Green No. 6 
shall conform in Identity and specifica¬ 
tions to the requirements of 8 74.1206 (a) 
and <b> of this chapter. 

§ 82.1234 DAC Oran*c No. 4. 

Monosodium salt of 1-p-sulfophenyl- 
azo-2-naphthoL 

Volatile matter (at 135 C.), not more 
than 10.0 percent 

Water-insoluble matter, not more than 
1.0 percent. 

Ether extracts, not more than 0.5 
percent. 

p-Naphthol. not more than 0.2 percent. 
Chlorides and sulfates of sodium, not 
more than 5.0 percent 
Mixed oxides, not more than 1.0 
percent 

Pure dye (as determined by titration 
with titanium trichloride) * not less than 
85.0 percent 

§ 82.1233 DAC Orongr No. 5. 

4.5- Dibromo-3,6-fluorandiol. 

Volatile matter (at 135" C>, not more 

than 5.0 percent. 

Insoluble matter (alkaline solution >. 
not more than 1.0 percent. 

Ether extracts from alkaline solu¬ 
tion), not more than 0.5 percent. 

Sodium chloride, not more than 3.0 
percent. 

Mixed oxides, not more than 1.0 
percent. 

Free bromine, not more than 0.02 
percent. 

Permitted range of organically com¬ 
bined bromine in pure dye, 31.0-35.0 
percent. 

Pure dye (as determined gravimetri- 
cally). not less than 90.0 percent. 

§ 82.1260 DAC Oriingr No. 10. 

4.5- Diiodo-3,6-fiuorandiol. 

Volatile matter (at 135 C.>, not more 
than 5.0 percent. 
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Insoluble matter (alkaline notation), 
not more than 1.0 percent. 

Ether extracts (from alkaline solu¬ 
tion). not more than 0.5 percent. 

Sodium chloride, not more than 3.0 
percent. 

Mixed oxides, not more than 1.0 per¬ 
cent. 

Free iodine, not more than 0.05 per¬ 
cent. 

Permitted range of organically com¬ 
bined iodine in pure dye. 41.5-45.5 per¬ 
cent. 

Pure dye (as determined gravimctrl- 
cally), not less than 85.0 percent. 

g 82.1261 DAC Orange No. 11. 

Disodium salt of 9-o-carboxypheny 1-0- 
hydroxy-4.5-dliodo-3-Lsoxanthonc. 

Volatile matter (at 135* C.), not more 
than 10.0 percent. 

Water-insoluble matter, not more than 
1.0 percent. 

Ether extracts, not more than 0.5 per¬ 
cent. 

Chlorides and sulfates of sodium, not 
more than 3.0 percent 

Mixed oxides, not more than 1.0 per¬ 
cent 

Free iodine, not more than 0.05 per¬ 
cent. 

Permitted range of organically com¬ 
bined iodine in pure dye. 38.5-42 5 per¬ 
cent. 

Pure dye (as determined gravimetrt- 
cally), not less than 85.0 percent 

§ 82.1267 DAC Orange No. 17. 

l-(2.4-DinitrophcnylAzo) -2-naphthol. 

Volatile matter (at 135" C.). not more 
than 5.0 percent 

Sulfa ted ash. not more titan 1.0 per¬ 
cent 

Matter Insoluble in toluene, not more 
than 1.5 percent 

2,4-Dinitroaniline, not more than 0.2 
percent. 

l-Naphthol. not more than 0.2 percent. 

Pure dye (as determined by titration 
with titanium trichloride). not less than 
90.0 percent. 

6 82.1306 DAC Knl No. 6. 

Monosodium salt of 4-(o-auifo-p-tolyl- 
azo) -3-hydroxy-2-naphtholc acid. 

Volatile matter (at 135* C.>. not more 
than 10.0 percent 

Water-Insoluble matter, not more than 
10 percent 

Ether extracts (isopropyl ether >. not 
more than 0.5 percent 

Chlorides and sulfates of sodium, not 
more than 6.0 percent. 

Mixed oxides, not more than 14) per¬ 
cent 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
82.0 percent. 

8 82.1307 DAC Itrd No. 7. 

Calcium salt of 4-(o-«ulfo-p-tolyl- 
azo) -3-h> r droxy-2-naphthoic acid. 

Volatile matter (at 135* C.). not more 
than 8.0 percent. 

Ether extracts (isopropyl ether), not 
more than 0.5 percent. 

Chlorides and sulfates (as calcium 
salts), not more than 6.0 percent. 


Oxides of Iron and aluminum! not 
more than 1.0 percent. 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
85.0 percent. 

§82.1308 DAC Red No. 8. 

Monosodium salt of l-(4-chloro-o- 
sulfo-5-tolyiazo) -2-naphthol. 

Volatile matter (at 135* C.) t not more 
than 10.0 percent. 

Ether extracts (isopropyl ether), not 
more than 0.5 percent. 

Lake Red C Amine, not more than 0.2 
percent. 

^-Nnphthol, not more than 0.2 percent. 

Chlorides and sulfates of sodium, not 
more than 5.0 percent. 

Mixed oxides, not more than 1,0 per¬ 
cent. 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
85.0 percent. 

§ 82.130*1 DAC Red No. 9. 

Barium salt of l-(4-chloro-o-sulfo-5- 
tolylaso) -2-naphthol. 

Volatile matter (at 135* C). not more 
Uian 5.0 percent. 

Ether extracts (isopropyl ether), not 
more than 0.5 percent. 

Lake Red C Amine, not more than 0.2 
percent. 

/*-Naphtho), not more than 0.2 per¬ 
cent. 

Chlorides and sulfates of sodium, not 
more than 6.0 percent. 

Oxides of iron and aluminum, not more 
than 1.0 percent. 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
87.0 percent. 

§ 82.1310 DAL Red No. 10. 

Monosodium salt of 2-< 2-hydroxy-1- 
naphthylazo) - 1 - naphthalenesuLfonlc 
acid. 

Volatile matter (at 135* C.), not more 
than 5.0 percent. 

Ether extracts (isopropyl ether), not 
more than 05 percent. 

Tobias acid, not more than 0.2 percent. 

0-Naphthol. not more than 0.2 percent. 

Chlorides and sulfates of sodium, not 
more than 5.0 percent. 

Mixed oxides, not more than 1.0 per¬ 
cent. 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
90.0 percent. 

§ 82.1311 DAC Red No. 11. 

Calcium salt of 2-(2-hydroxy- 1-naph- 
thylazo> -1 -naphthoiemulfonic acid. 

Volatile matter at (136* C.>, not more 
than 5.0 percent. 

Ether extracts (isopropyl ether), not 
more than 0.5 percent. 

Tobias acid, not more than 0.2 percent, 

0-Naphthol, not more than 0.2 percent. 

Chlorides and sulfates (as calcium 
salts), not more than 5.0 percent. 

Oxides of iron and aluminum, not 
more than 1.0 percent. 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
90.0 percent. 


§82.1312 DAC. Red No. 12. 

Barium salt of 2-(2-hydroxy-1-naph- 
thylazo) -1-naphthalcnesulfonic acid. 

Volatile matter (at 135* C.). not more 
than 5.0 percent. 

Ether extracts (isopropyl ether), not 
more than 0.5 percent. 

Tobias acid, not more than 0.2 percent. 
^-Naphthol. not more than 0.2 percent. 
Chlorides and sulfates of sodium, not 
more than 5.0 percent. 

Oxides of iron and aluminum, not more 
than 1.0 percent. 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
90.0 percent. 

§ 82.1313 DAC Red No. 13. 

Strontium salt of 2-<2-hydroxy-l- 
n&phthyl&zoi - 1 - naphthalcnesulfonic 
acid. 

Volatile matter (at 135* C,), not more 
than 5.0 percent. 

Ether extracts (isopropyl ether), not 
more than 0.5 percent. 

Tobias acid, not more than 0.2 percent. 
0-Naphthol. not more than 0.2 percent. 
Chlorides and sulfates (as sodium 
salts). not more than 5.0 percent. 

Oxides of iron and aluminum, not 
more than 1.0 percent. 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
90.0 percent. 

§82.1317 DAC Red No. 17. 

The color additive D&C Red No. 17 
shall conform in identity and specifica¬ 
tions to the requirements of 1 74.1317 
(a) (1) and (b) of this chapter. D*C Red 
No. 17 is restricted to use in externally 
applied drugs and cosmetics. 

§82,1319 DAC Red No. 19. 

3-Ethochloride of 9-o-carboxyphenyl- 
6 - dlethylamlno-3-ethylimino-3-isoxan- 
thcnc. 

Volatile matter (at 135* C.>. not more 
than 5.0 percent. 

Water-insoluble matter, not more than 
1.0 percent. 

Ether extracts (from acid solution), 
not more than 0.5 percent. 

Dlethyl-m-aminophenol. not more 
than 0.2 percent. 

Chlorides and sulfates of sodium, not 
more than 2.0 percent. 

Mixed oxides, not more than 1.0 
percent 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
92.0 percent. 

§ 82.1321 DAC Rod No. 21. 
2.4,5,7-Tetrobromo-3.6-fluorandiol. 
Volatile matter (at 135* C.). not more 
than 6.0 percent. 

Insoluble matter (alkaline solution), 
not more than 1.0 percent. 

Ether extracts (from alkaline solu¬ 
tion) . not more than 0.5 percent. 

Chlorides and sulfates of sodium, not 
more than 2.0 percent. 

Mixed oxides, not more than 1.0 per¬ 
cent. 

Free bromine, not more than 0.02 
percent. 
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Permitted range of organically com¬ 
bined bromine in pure dye, 47.5-61.5 
percent. 

Pure dye (as determined gravtmetri- 
colly), not less than 93.0 percent. 

§ 82.1322 RAC Rrd No. 22. 

Disodium salt of 2,4.5.7-tetrnbromo-9- 
o-eart>oxyphenyl-6-hydroxy - 3 - iaoxan- 
thone. 

Volatile matter (at 135* C.). not more 
than 10.0 percent. 

Water-insoluble matter, not more than 
1.0 percent. 

Ether extracts, not more than 0.5 per¬ 
cent. 

Chlorides and sulfates of sodium, not 
more than 5.0 percent. 

Mixed oxides, not more than 1.0 per¬ 
cent. 

Free bromine, not more than 0,02 per¬ 
cent 

Permitted range of organically com¬ 
bined bromine in pure dye, 44 5-48.5 per¬ 
cent. 

Pure dye (as determined gravimetri- 
cally), not less than 85.0 percent. 

§ 82.1327 DAC Red No. 27. 

2.4.5.7-Tetrabromo - 12.13.14,15-tetra- 
chloro-3,6-fluorandiol. 

Volatile matter (at 135 B C>. not more 
than 5.0 percent. 

Insoluble matter (alkaline solution), 
not more than 1.0 percent. 

Ether extracts (from alkaline solu¬ 
tion). not more than 0.5 percent. 

Sodium chloride, not more than 3.0 
percent. 

Mixed oxides, not more than 1.0 per¬ 
cent. 

Free halogens, not more than 0.02 per¬ 
cent. 

Permitted range of organically com¬ 
bined bromine in pure dye. 38.5-42.5 per¬ 
cent. 

Permitted range of organically com¬ 
bined chlorine in pure dye, 16.0-19.0 per¬ 
cent. 

Pure dye (as determined gravimetri- 
cally, not less than 90.0 percent. 

§ 82.1328 RAC Rrd No. 28. 

Disodium salt of 2.4,5,7-tetrabromo-9- 
<3,4,5,6 - tetrachloro-o-carboxyphcnyl) - 
0-hydroxy - 3 - lsoxan thone. 

Volatile matter (at 135* C*), not more 
than 10.0 percent. 

Water-insoluble matter, not more 
than 1.0 percent. 

Ether extracts, not more than 0.5 per¬ 
cent. 

Chlorides and sulfates of sodium, not 
more than 5.0 percent. 

Mixed oxides, not more than 1.0 per¬ 
cent. 

Free halogens, not more than 0.02 per¬ 
cent. 

Permitted range of organically com¬ 
bined bromine in pure dye 36.5-40.5 per¬ 
cent. 

Permitted range of organically com¬ 
bined chlorine in pure dye, 16.0-18.0 per¬ 
cent. 

Pure dye <aa determined gravimeiri- 
cally). not less than 85.0 percent. 


$ 82.1330 DAC Red No. 30. 

5,5'-Dichloro-3,3* - dimethyl - thioin- 
dlgo. 

Volatile matter (at 135* C.>. not more 
than 5.0 percent. 

Matter insoluble in xylene, not more 
than 1.0 percent 

Sodium chloride, not more than 3.0 
percent. 

Mixed oxides, not more than 1.0 per¬ 
cent 

Pure dye (os determined by titration 
with titanium trichloride), not less than 
90 0 percent 

§ 82.1331 DAC Red No. 31. 

The color additive D6iC Red No. 31 
shall conform in identity and specifica¬ 
tions to the requirements of I 74.1331 <a> 
(1) and (b> of this chapter. D&C Red No. 
31 is restricted to use in externally ap¬ 
plied drugs and cosmetics. 

§ 82.1333 DAC Itrd No. 33. 

Disodium salt of 8-amlno-2-phenyl- 
azo-l-naphthol-3,6-dlsulfonlc acid. 

Volatile matter (at 135* C.\ not more 
than 6.0 percent. 

Water-insoluble matter, not more than 
1.0 percent. 

Ether extracts, not more than 0.5 
percent. 

Aniline, not more than 0.2 percent. 
Chlorides and sulfates of sodium, not 
more than 10.0 percent 
Mixed oxides, not more than 1.0 
percent 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
82.0 percent. . 

§ 82.1331 DAC Rrd No. 34. 

Calcium salt of 3-hydroxy-4-(«1-sulfo- 
2 - naphthalenyl> azol - 2-naphthalcne- 
carboxylic acid. 

Sum of volatile matter (at 135* C) and 
chlorides and sulfates (calculated as so¬ 
dium salts), not more than 15 percent. 

2- Amlno-1 -naphthalensuifonic acid, 

calcium salt, not more than 02 percent. 

3- Hydroxy-2-naphthoic acid, not more 
than 0.4 percent. 

Subsidiary colors, not more than 4 per¬ 
cent. 

Total color not less than 85 percent. 

§ 82.1336 RAC Rrd No. 36. 

1 - (o - Chi or o - p - nltrophenylazo - 2- 
naphthol. 

Volatile matter (at 135* C.). not more 
than 5.0 percent. 

Sulfa ted ash. not more than 1.0 
percent 

Matter insoluble in toluene, not more 
than 1.0 percent. 

o-Chloro-p-nitroanlline, not more than 
0.2 percent. 

/s-Naphthol, not more than 0.2 percent. 
Pure dye (as determined by titration 
with titanium trichloride). not less than 
90.0 percent. 

g 82.1337 RAC lied No. 37. 

3-Ethos team te of 9-o-carboxyphenyl- 
6 - diethylamino-3-ethylimino-3-isoxan- 
thene. 


Volatile matter (at 80* C.). not more 
than 2.0 percent. 

Sulfa ted ash, not more than 3 .0 
percent. 

Matter insoluble In benzene, not more 
than 0.5 percent. 

Die th y 1 - m - aminophcnol, not more 
than 0.2 percent. 

Stearic acid (not part of the dye>, not 
more than 50.0 percent. 

Pure dye (as determined by titration 
with titanium trichloride >. not less than 
50.0 percent. 

§ 82.1602 DAC Violet No. 2. 

The color additive D&C Violet No. 2 
shall conform in identity and specifica¬ 
tions to the requirements of ft 74.1602 (a) 
(1) and (b) of this chapter. 

§ 82.1707 RAC Yellow No. 7. 

The color additive D4»C Yellow No. 7 
shall conform In identity and specifica¬ 
tions to the requirements of I 74.1707(a) 
(1) and (b) of this chapter. D&C Yel¬ 
low No. 7 is restricted to use in externally 
applied drugs and cosmetics. 

§ 82.1708 DAC Yellow No. f 

The color additive DkC Yellow No. 8 
shall conform in identity and specifica¬ 
tions to the requirements of I 74.1707 
(a)(1) und (b) of this chapter. D4*C 
Yellow No. 8 is restricted to use in ex¬ 
ternally applied drugs and cosmetics. 

§ 82.1710 RAC Yellow No. 10. 

Disodium salt of disulfonic add of 2- 
(2-quinolyt) -1,3-indandione. 

Volatile matter (at 135* C.>, not more 
than 10.0 percent. 

Water-insoluble matter, not more than 
1.0 percent. 

Ether extracts, not more than 0 5 per¬ 
cent. 

Qulnaldine. not more than 02 percent. 
Chlorides and sulfates of sodium, not 
more than 6.0 percent. 

Mixed oxides, not more than 1.0 per¬ 
cent. 

Pure dye (as calculated from organ¬ 
ically combined nitrogen). not less than 
82.0 percent 

Subpart D—Externally Applied Drugs and 
Cosmetics 

§ 82.2030 Gmcrnl. 

A botch of a straight color listed In 
this subpart may be certified, in accord¬ 
ance with the provisions of this part, for 
use in externally applied drugs and cos¬ 
metics, if such batch conforms to the 
requirements of f 82.5 and to the specifi¬ 
cations set forth in this subpart for such 
color. 

§ 822031 Lake* (Ext. DAC). 

(a)(1) General . Any lake made by 
extending on a substratum of alumina, 
blanc fixe, gloss white, clay, ti t a n iu m 
dioxide, zinc oxide, talc, rosin, aluminum 
benzoate, calcium carbonate, or on any 
combination of two or more of these (1) 
one of the straight colors hereinbefore 
listed in this subpart, which color is a 
salt In which is combined the basic radl- 
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cal sodium, potassium, barium, or cal¬ 
cium: or (ii> a salt prepared from one of 
the straight colons hereinbefore listed in 
this subpart by combining such color 
with the basic radical sodium, potassium, 
aluminum, barium, calcium, strontium, 
or zirconium. 

<2> Specifications. 

Ether extracts, not more than 0.5 per¬ 
cent. 

Soluble chlorides and sulfates (as 
sodium salts). not more than 3.0 percent. 

Intermediates, not more than 0.2 per¬ 
cent. 

<b> Each lake made as prescribed in 
paragraph (a) of this section shall be 
considered to be a straight color and to 
be listed therein under the name which 
is formed as follows: 

(1> The listed name of the color from 
which the lake is prepared; 

(2) The name of the basic radical 
combined in such color: uid 

(3) The word “Lake." 

(For example, the name of a lake pre¬ 
pared by extending the color Ext. D*C 
Yellow No. 2 upon a substratum is “Ext. 
D&C Yellow No. 2—Calcium Lake/’ and 
a lake prepared by extending the barium 
salt prepared from Ext. D&C Red No. 2 
upon the substratum is “Ext. Die Red 
No. 2—Barium Lake/') 

| 82.2201 Ext. D&C Green No. I. 

Ferric salt of 6-sodlumsulfo-l-lsoni- 
troso-1 ,2-naphthoquinone. 

Volatile matter <at 135" C.>. not more 
than 10.0 percent. 

Ether extracts, not more than 0.5 
percent. 

Water-insoluble matter, not more than 
1.0 percent. 

Chlorides and sulfates of sodium, not 
more than 5.0 percent. 

Pure dye (as determined by titration 
with titanium trichloride), not loss than 
85.0 percent. 

9 82.2701 • Ext D&C Yellow No. 1. 

Monosodium salt of 4-m-sulfophcnyl- 
azo-diphenylamine. 

Volatile matter (at 135* C.). not more 
than 10.0 percent. 

Water-insoluble matter, not more than 
1.0 percent. 

Chloroform-soluble matter, not more 
than 0.5 percent. 

Diphenylamine, not more than 0.2 per¬ 
cent 

Chlorides and sulfates of sodium, not 
more than 7.0 percent. 

Mixed oxides, not more than 1.0 per¬ 
cent. 

Pure dye (as determined by titration 
with titanium trichloride), not less than 
85.0 percent. 

$ 82.2707. Ext. D&C Yellow No. 7. 

The color additive Ext. D*C Yellow No. 

7 shall conform in identity with speci¬ 
fications to the requirements of 
9 74.1707a (a)(1) and (b) of this chap¬ 
ter. Ext. D&C Yellow No. 7 is restricted to 
use in externally applied drugs and cos¬ 
metics. 

(TO Doc .77-7040 Plied 3-21-77:8:46 »m] 


I Docket No. 77N-0032| 

RECODIFICATION EDITORIAL 
AMENDMENTS 

The Food and Drug Administration is 
In the process of recodifying all of Chap¬ 
ter I of Title 21 of the Code of Federal 
Regulations, for the purposes of provid¬ 
ing orderly development of such regula¬ 
tions. furnishing ample room for expan¬ 
sion in the years ahead, and providing 
the public and affected Industries with 
regulations that are easy to find. read, 
and understand. 

The 17th and final document in a se¬ 
ries of recodification documents, which 
reorganizes and recodifies existing Parts 
1 through 9 and transfers 9 200.18 from 
Subchapter C to reorganized Subchap¬ 
ter A. Parts l through 99. is published 
elsewhere in this issue of the Federal 
Register. 

To provide uniformity and continuity 
during the recodiftcation. the Commis¬ 
sioner concludes that the references to 
the recodified material should be 
amended at this time. 

Due to the complexity and volume of 
cross-references involved in the recod 1- 
ficatlon of these regulations, if neces¬ 
sary. supplemental documents will be is¬ 
sued at a later date. 

Therefore. Chapter I of Title 21 of the 
Code of Federal Regulations Js amended 
as follows: 


SU8CHAPTER a—FOOD FOR HUMAN 
CONSUMPTION 

PART 101—FOOD LABELING 


9 101.2 [Amended] 


1. Section 101.2 is amended as follows: 
a In paragraph (c)(4)(U)(a) by 
changing the reference “9 l.lc(a) (5) 
<il>" to read “9 1.24(a)(5)(li) of tills 
cliapter". 


b. In paragraph (c> (4) (ill (6) (2) by 
changing the reference “9 l.lc(a) (5) 
<il>“ to read “9 1.24(a) (5) <ti> of this 
chapter". 


c. In paragraph (f) by changing the 
reference “Part 2“ to read “Part 10”. 


§ 101.103 (Amended] 


2. Section 101.103 is amended by 
changing the reference “Part 2“ to read 
“Part 10“ 


§ 101.105 | Amended 1 

3. Section 101.105(8) is amended by 
changing the reference “9 l.lc(a) (10) 
and (11>“ to read “9 1.24(a) (10) and 
(11 > of this chapter". 


PART 102—COMMON OR USUAL NAMES 
FOR NONSTANDARDIZED FOODS 

§ 102.1 9 l Amended 1 

4. Section 102.19 is amended as fol¬ 
lows: 

a. In paragraph (a) by changing the 
reference “Part 2“ to read “Part 10". 

b. In paragraph (b) by changing the 
reference “Part 2“ to read * Part 10“. 


PART 103—QUALITY STANDARDS FOR 

foods wrm no identity standards 

§ 103.5 [Amended] 

5. Section 103.5(e) is amended by 
changing the reference “Part 2“ to read 
“Part 10“. 


PART 104—NUTRITIONAL QUALITY 
GUIDELINES FOR FOODS 

§ 101.19 [Amended] 

6. Section 104.19 is amended by chang¬ 
ing the reference “Part 2“ to read “Part 
10 “, 


PART 105— FOOO FOR SPECIAL DIETARY 
USE 

$ 105.85 | Amended ) 

7. Section 105.85(a) (5) is amended by 
changing the reference “Part 2“ to read 
“Part 10“ 


PART 108—EMERGENCY PERMIT 
CONTROL 

8 108.19 [Amended I 

8. Section 108.19(a) is amended by 
changing the reference “Part 2“ to read 
“Part 10". 

§ 108.35 l Intended] 

9. Section 108.35(1) is amended by 
changing the references "9 4.81“ and 
“9 4.61“ to read “I 20.81“ and “9 20.61/* 
respectively. 

PART 130—FOOD STANDARDS: GENERAL 

§ 130.5 [Amended] 

10. Section 130.5(a) is amended by 
changing the reference “Part 2“ to read 
“Part 10“ 

g 130.17 I \ntended) 

11. Section 130.17(k> is amended by 
changing the reference “Part 4“ to read, 
“Part 20". 


PART 158—FROZEN VEGETABLES 

g 158.170 | Amended 1 

12. Section 158.170(a)(1) is amended 
by changing the reference “9 1.1(b)" to 
read “f 1.20". 


PART 170—FOOD ADDITIVES 

§ 170.15 [ Amrml«*d ] 

13. Section 170.15(b) is amended by 
changing the reference “Part 2“ to read 
“Part 10". 

§ 170.35 [Amended] 

14. Section 170.35(c) (1) is amended by 
changing the reference “Part 2“ to read 
“Part 10". 

§ 170.38 I Amended] 

15. Section 170.38(b)(1) is amended by 
changing the reference “Part 2“ to read 
“Part 10". 
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PART 171—FOOD ADDITJVE PETITIONS 

§ 171.1 [Amended] 

16. Section 171.1 is amended os follows: 

a. In paragraph <c), Form, item H. by 
changing the reference “8 6.1" to read 

••§ 25.1". 

b. In paragraph (h) <1) (U) by chang¬ 
ing the reference "8 4.61** to read 

••5 20.er. 

c. In paragraph (hi (1> civ) by chang¬ 
ing the reference “8 4.61“ to read 

*1 20.61". 

d. In paragraph rhXlXv) by chang¬ 
ing the reference "J 4.61" to read 

“) 20.61". 

e. In paragraph <h>(2) by changing 
the references ‘"l 4.81" and “I 4.61" to 
read “$ 20.81" and "5 20.61." respectively. 

f. In paragraph (h)(3) by changing 
the reference "Part 4" to read "Part 20". 

§ 171.6 l Amended] 


SUBCHAPTCR D— DRUGS FOR HUMAN USE 

PART 310—NEW DRUGS 

§310.101 [Amended] 

25. Section 310.101(a) is amended by 
changing the references “8 8.502(d)". 
“f 8.501 la) ”, “8 8.510(c)** and "1 8.503" 
to read "8 81.10(d) * "4 81.1(a)", "8 81.30 
(c>" and "8 81.25." respectively. 

§310.200 [Amended] 

26. Section 310.200(b> Is amended by 
changing the reference ‘Tart 2" to read 
-Part 10". 

§ 310.303 | Amended 1 

27. Section 310.303(b) is amended by 
changing the reference Tart 2" to read 
-Part 10”. 


PART 312—NEW DRUGS FOR 
INVESTIGATIONAL USE 


17. Section 171.6 is amended by chang¬ 
ing the reference 44 1 6.1" to read "f 25.1". 

§ 171.110 [Amended] 

18. Section 171.110 is amended by 
changing the reference “Part 3“ to read 
“Part 12". 

§ 171.130 | Amended) 

19. Section 171.130(a) is amended by 
changing the reference “Part 2’* to read 
Tart 10". 

PART 17S—INDIRECT FOOD ADDITIVES: 
ADHESIVE COATINGS AND COMPONENTS 

§ 173.123 [Amended] 

20. Section 175.125<a) (3) Is amended 
by changing the reference “Part 8“ to 
read “Parts 73 and 74*“: 


§312.1 l Amended] 

28. Section 312.1 Is amended as follows: 

a. In paragraph (a)(2). Form FD- 
1571. item 15. by changing the reference 
“8 6.1“ to read 44 1 25.1“. 

b. In paragraph (c)(1) by changing 
the reference "Subpart F of Part 2” to 
read "Part 16". 

c. In paragraph (c>(4> by changing 
the reference “Subpart F of Part 2" to 
read “Part 16“. 

d. In paragraph <d>(ll> by changing 
the reference “Subpart F of Part 2" to 
read "Part 16". 


§312.9 [Amended] 

29. Section 312.9(c) (2) to amended by 
changing the reference "Subpart F of 
Port 2“ to read "Part 16". 


e. In paragraph (e) (7) by changing 
the reference "Part 4" to read “Part 20". 

f. In paragraph (g) by changing the 
reference “4 4.81" and "8 4.61" to read 
“8 20.81“ and "8 20.61," respectively. 

g. In paragraph (h) by changing the 
reference “8 4.117" to read “8 20.117". 

§314.110 1 Amended] 

34. Section 314.110(a)(8) to amended 
by changing the reference “8 6.1“ to rend 
“8 25.1“. 

§311.111 l Amended] 

35. Section 314.111(a)(7) is amended 
by changing the reference "I 6.1" to read 
“f 25.1". 

§314.201 [ Amended J 

36. Section 314.201 is amended by 
changing the reference “Part 2" to read 
“Parts 10 through 16". 


PART 320—8I0AVA1LAB1UTY AND 
BIOEQUIVALENCE REQUIREMENT 

§ 320.31 I Amended ] 

37. Section 320.51(b) is amended by 
changing the references “88 2.5 and 2.7* 
to read “85 10.20 and 10.30". 

§320.39 [Amended] 

38. Section 320.59 to amended as 
follows: 

a. In paragraph (a) by changing the 
reference “4 4.61" to read "8 20.61". 

b In paragraph <c) by changing the 
reference "I 4 61" to read "f 20.61". 


PART 330—OVER THE-COUNTER (OTC) 
HUMAN DRUGS WHICH ARE GEN 
ERALLY RECOGNIZED AS SAFE AND 
FFFPrTIVF AND NOT MISBRANDED 


PART 180—INTERIM FOOD ADDITIVES 
PERMITTED IN FOOD ON AN INTERIM 
BASIS OR IN CONTACT WITH FOOO 
PENDING ADDITIONAL STUDY 

§180.1 (Atnrndrd) 

21. Section 180.1(c) to amended by 
changing the reference “Part 2" to read 
“Part 10". ✓ 


SUBCHAPTER C — ORUOS: GENERAL 
PART 201—LABELING 

§ 201.100 [Amended] 

22. Section 201.100(b) (5) (U) to 
amended by changing the reference 
“Part 8" to read "Subchaptcr A". 
§201.103 (AmendcdJ 

23. Section 201.105(b)(5) (ID to 
amended by clmnging the reference 
“Part 8" to read “Subchaptcr A". 


PART 202—PRESCRIPTION DRUG 
ADVERTISING 

§ 202.1 [Amended] 

24. 8ection 202.1 (]> (5) to amended by 
changing the reference “Subpart F of 
Part 2“ to read “Part 16". 


PART 314—NEW DRUG APPLICATIONS 

§ 314.1 [ Amended 1 

30. Section 314.1 to amended as 
follows: 

a. In paragraph (c)(2). Form FD- 
35GH. Item 15. by changing the refer¬ 
ence “8 6.1“ to read “f 254". 

b. In paragraph (f)(6) by changing 
the reference “8 6.1” to read "8 25.1". 

§314.8 [Amended] 

31. Section 314.8(a) (1) to amended 
by changing the reference "8 6.1" to read 
“5 25.1". 

§314.11 [Amended! 

32. Section 314.11(b) to amended by 
changing the reference “Part 4" to read 
"Part 20". 

§314.11 [Amended] 

33. Section 314.14 to amended as 
follows: 

a. In paragraph (e) (1) by changing 
the reference “8 4.81" to read "8 20.81“. 

b. In paragraph (e)(3) by changing 
the reference “8 4.61" to read “8 20.61". 

c. In paragraph (e)(5) by changing 
the reference ‘*8 4.81" to read “8 20.81". 

d. In paragraph (e)(6) by cha n g ing 
the reference “8 4.61" to read “8 20.61". 


§ 330.1 [ Amended] 

39. Section 330.1(e) to amended by 
changing the reference “Parts 8 and 9" 
to read "Subchapter A". 


>ART 361— PRESCRIPTION DRUGS FOR 
HUMAN USE GENERALLY RECOGNIZED 
AS SAFE AND EFFECTIVE AND NOT 
MISBRANDEO: DRUGS USED IN RE~ 


§ 361.1 (Amended) 

40. Section 361.1(c)(3) Is amended by 
changing the reference "21 CFR 4.61“ 
and "8 4.61" to read “21 CFR 20.61" and 
“5 20.61," respectively. 


PART 429—DRUGS COMPOSED WHOLLY 
OR PARTLY OF INSULIN 

§ 429.50 l Amended ] 

41. Section 429.50 to amended by 
changing the reference "Subpart F of 
Part 2" to read “Part 16". 


PART 430—ANTIBIOTIC DRUGS: 
GENERAL 

§ 430.20 [Amended] 

42. Section 430.20 to amended as 
follows: 
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a. In paragraph (a) by changing the 
reference ‘Tart 2” to read “Part 10". 

b. In paragraph (b) (2) by changing 
the reference “85 2.10(e) and 2.110(c) 
<2>" to read “51 10.40(e) and 12.5(c) 
(2>“. 

c In paragraph (b)(8>(r) by chang¬ 
ing the relerence “Part 2“ to read “Part 

12 ”. 

d. In paragraph (c) by changing the 
reference “Part 2“ In both places to read 
Part 10“ 


PART 431—CERTIFICATION OF 
ANTIBIOTIC DRUGS 

§ 131.17 [Amended] 

43. Section 431.17(1) is amended by 
changing the reference “I 6.1“ to read 
“5 25.1“. 

§ 131.32 ( Amended J 

44. Section 431.52 Is amended by 
changing the reference “Subpart F of 
Part 2“ to read “Part 16”, 

§ 131.71 I Amrndrd J 

45. Section 431.71 Is amended as fol¬ 
lows: 

a. In paragraph (e) (2) by changing 
the reference “5 4.61“ to read “I 20.61“. 

b. In paragraph (e) (4) by changing 
the reference “5 4.81“ to read “5 20.81”. 

c. In paragraph (e)(5) by changing 
the reference “14.61“ to read “120.61”. 

d. In paragraph (c)(6) by changing 
the reference “Part 4” to read “Part 20“. 

e. In paragraph (f) by changing the 
reference “14 81“ and “f 4 61“ to read 
“5 20.81“ and “I 20.61.“ respectively. 


PART 433—EXEMPTIONS FROM ANTI- 
BIOTIC CERTIFICATION AND LABELING 
REQUIREMENTS 

§ 133.2 [Amended] 

46. 8ectlon 433.2<d) Is amended by 
changing the reference “Subpart F of 
Part 2“ to read “Part 16”. 

§ 133.12 ( \mended ] 

47. Section 433.12(b) (5) is amended 
by changing the reference “Subpart F of 
Part 2“ to read “Part 16” 

§133.13 [ Amended | 

48. Section 433.13(b) (3) U amended 
by changing the reference “Subpart F of 
Part 2“ to read “Part 16“. 

§133.11 (.Amended) 

49. Section 433.14(b)(2) is amended 
by changing the reference “Subpart P of 
Part 2“ to read “Part 16“. 

§133.13 [Amended I 

50. Section 433.15(b) (3) is amended 
by changing the reference “Subpart F of 
Part 2” to read “Part 16”. 

§ 133.16 ( \mendrd] 

51. Section 433.16*b>(3) is amended 
by changing the reference “Subpart F of 
Part 2“ to read “Part lfl“. 


SUDCHAPTER f—ANIMAL DRUGS, FEEDS, AND 
RELATED PRODUCTS 

PART 501—ANIMAL FOOD LABELING 

§ 301.2 | Amrudrd j 

52. Section 501.2(f) is amended by 
changing the reference “Part 2“ to read 
“Part 10”. 

§ 301.22 [ Amended J 

53. Section 501.22(a) (4 > is amended by 
changing the reference “5 8.1 (f> ” to read 
“5 70.3(f)”. 

§ SOI. 103 | Amended ] 

54. Section 501.103 is amended by 
changing the reference “Part 2“ to rend 
“Part 10”. 


PART 503—COMMON OR USUAL NAMES 
FOR NONSTANDARDIZED ANIMAL FOODS 

§503.22 [Amended ] „ 

55. Section 503.22 is amended as fol¬ 
lows: 

a. In paragraph (a) by changing the 
reference “Part 2“ to read "Part 10”. 

b. In paragraph (b) by changing the 
reference “Part 2“ to read “Part 10“. 


PART 508 — EMERGENCY PERMIT 
CONTROL 

§ 308.19 [Amended] 

56. Section 508.19(a) is amended by 
changing the reference “Part 2“ to read 
“Part 10”. 

§ 508.33 [Anirndfldl 

57. Section 508.35(1) is amended by 
changing the references “| 4.81“ and 
“14.61” to read “5 20.81“ and “5 20 61”. 
respectively. 


PART 511—NEW ANIMAL DRUGS FOR 
INVESTIGATIONAL USE 

§311.1 [Amended] 

58. Section 511.1 is amended as fol¬ 
lows: 

a. In paragraph (b) (5) by changing 
the reference “Subpart F of Part 2“ to 
reud “Part 16”. 

b. In paragraph (b>(10) by changing 
the reference “5 6.1“ to read “5 25.1“. 

c. In paragraph (c)(1) by changing 
the reference “Subpart F of Part 2” to 
read “Part 16”. 

d. In paragraph (c)(4) by changing 
the reference “Subpart F of Part 2“ to 
read “Part 16”. 

e. In paragraph (d)(2) by changing 
the reference “Subpart F of Part 2” to 
read “Part 16”. 


PART 514—NEW ANIMAL DRUG 
APPLICATIONS 

§314.1 [Amended] 

59. Section 514.1(b) (14) is amended 
by changing the reference “5 6 1“ to 
read “5 25.1”. 

§ 514.8 (Amended] 

60. Section 514 8(a) (1) is amended by 
changing the reference “5 6.1” to read 
“5 25.1“ 


§ 514.9 [ Amended) 

61. Section 514.9(d) is amended by 
changing the reference “5 6.1” to read 
“5 25.1“. 


§511.11 (Amended] 

62. Section 514.11 is amended ns 
follows: 

a. In paragraph (e)(1) by changing 
the reference “5 4.81“ to read “120.81”. 

b. In paragraph (e)(3) by changing 
the reference “5 4.61“ to read “5 20.61“. 

c. In paragraph (cM5> by changing 
the reference “5 4 81” to read “f 20.81”. 

d. In paragraph (e)(6) by changing 
the reference “5 4.61” to read “f 20.61“. 

e. In paragraph (e)(7) by changing 
the reference “Part 4“ to read “Part 20”. 

f. In paragraph (g) by changing the 
references “5 4.81“ and “5 4.61“ to read 
“5 20.81“ and “5 20.61.” respectively. 

§514.111 CAnicodod] 

63. Section 514.111(a)(9) is amended 
by changing the reference “8 6.1” to read 
“8 25.1” 

§ 514.201 [Amended] 

64. Section 514.201 U amended by 
changing the reference “Part 2“ to read 
“Part 12”. 

§ 511.210 [Amended] 

65. Section 514.210 Is amended by 
changing the reference “Subpart F of 
Part 2” to read “Part 16”. 


ram 004—DEFINITIONS AND 
STANDARDS FOR ANIMAL FOOD 


§ 561.5 (Amended J 


66. Section 564.5 is amended by chang¬ 
ing the reference “Part 2“ to read “Part 
10 ”. 


§564.17 (Amended) 

67. Section 564.17(1) is amended by 
changing the reference “Subpart F of 
Part 2” to read 'Tart 16". 


PART 570 —FOOD ADDITIVES 
§ 570.15 | Amended] 

68. Section 570.15(b) is amended by 

“Part*^UT refcrence Mpart 2” to read 

§ ^70,3j I Amended I 

69. Section 570.35(c)(1) Is amended 
by changing the reference “Part 2” to 
read “Part 10“ 

§ 570.38 (Amended ] 

70. Section 570.38<b> <l) 1 $ amended 
by changing the reference "Part 2“ to 
read “Part 10”. 

§ 371.1 [Amended] 

71. Section 571.1 is amended as fol¬ 
lows: 

a. In paragraph (h)(1) (ii) by chang¬ 
ing the reference “8 4.61” to read 
“5 20.61“. 

b. In paragraph (h» (1) <iv> by chang¬ 
ing the reference “8 4.61“ to read 
“5 20.61". 
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c. In paragraph (h)(lMv« by chang- 
tng the reference "5 4.61" to read 
•*f 20.61'*. 

d. In paragraph (h)(2) by changing 
the references "5 4.81° and S 4.61'* to 
read M | 20.81" and $ 20.61." respectively. 

e. In paragraph «h>(3> by changing 
the reference “Part 4" to read “Part 20**. 

§571.6 I Amended) 

72. Section 571.6 is amended by chang¬ 
ing the reference "5 6.1" to read "§ 25.1". 

§ 571.110 [Amended] 

73. Section 571.110 is amended by 
changing the reference "Part 2" to read 
“Part 12". 

§ 571.130 | Amended] 

74. Section 571.130(a) Is amended by 
changing the reference "Part 2" to read 
"Part 10". 


SUBCHAPTER F—BIOLOGICS 

PART 601—LICENSING 
§ 601,4 l Amended J 

75. Section 601.4(b) is amended by 
changing the reference “fft.tiltb)” to 
read "1 12.20 (b)" 

§ 601.5 l Amended ] 

76. Section 601.5(b) Is amended by 
changing the reference "5 2.111(b)" to 
read "5 12.20(b)". 

§ 601.7 [Amended] 

77/Section 601.7 is amended as fol¬ 
lows: 

a. In paragraph <a) by changing the 
reference "5 2.11Kb)" to read "i 1211 
ib)*\ 

b. In paragraph <b) by changing the 
reference "Part 2" to read "Part 12". 

§ 601.51 1 Amended] 

78. Section 601.51 is amended as 
follows: 

a. In paragraph <e> <2> by changing the 
reference "5 4.61" to read "5 20.61". 

b. In paragraph (e)(4) by changing 
the reference "5 4.81" to read "} 20.81". 

c. In paragraph <e) (5) by changing 
the reference "I 4.61" to read "5 2:.61". 

d. In paragraph (e)(6) by changing 
the reference "Part 4" to read "Part 20". 

e. In paragraph (e)(7) ly changing 
the reference "5 4.61" to read "$ 20.61". 

f. In paragraph (f) by changing the 
references "§ 4.81" and "5 4.61" to read 

20.81” and "I 20.61." respectively. 


SUBCHAPTER G—COSMETICS 

PART 701—COSMETIC LABELING 
§ 701.3 [Amended] 

79.8ectlon 701.3 is amended as follows: 

a. In paragraph (b) the reference to 
•Trrt 2" is changed to read "Part 10". 

b. In paragraph (e) the reference to 
"Part 2" is changed to read "Part 10". 


PART 720—VOLUNTARY FILING OF COS¬ 
METIC PRODUCT INGREDIENT AND 
COSMETIC RAW MATERIAL COMPOSI¬ 
TION STATEMENTS 

§ 720.5 l \mended | 

80. Section 720.5(c)(4) is amended by 
changing the reference * Part 8" to read 
"Subchapter A". 

§ 720.8 I Amended 1 

81. Section 720.8 Is amended as follows: 

a. In paragraph ‘a* by changing the 
references "Part 4". "4 4.44", "5 4.111", 
"Subpart D of Part 4", and "Subpart E of 
Part 4" to read "Part 20". "5 20.44". 
"f 20.111", "Subpart D of Part 20". and 
"Subparl E of Part 20". respectively. 

b. In paragraph (b) by changing the 
references "5 4.44" and "I 4.61" to read 
"5 20.44" and "5 20.61." respectively. 


PART 730—VOLUNTARY FILING OF 
COSMETIC PRODUCT EXPERIENCES 

§ 730.7 l Amended 1 

82. Section 730.7 is amended by chang¬ 
ing the references "Part 4", "5 4.111". 
"Subpart D of Part 4" and "Subpart E of 
Part 4" to read "Part 20". "5 20.111", 
"8ubpart D of Part 20" and "Subpart E 
of Part 20," respectively. 


PART 740—COSMETIC PRODUCT 
WARNING STATEMENTS 

§710.1 | Amended 1 

83. Section 740.1(b) is amended by 
changing the reference "Part 2" to read 
"Part 10". 

§ 7 10.2 | Amended 1 

84. Section 740.2(b) is amended by 
changing the reference "Part 2" to read 
"Part 10". 


SUBCHAPTER H— MEDICAL DEVICES 

PART 809—IN VITRO DIAGNOSTIC 
PRODUCTS FOR HUMAN USE 

§ 800.1 [ Amended | 

85. Section 809.4(a) is amended by 
changing the reference "Part 4" to read 
"Part 20". 

§800.30 | Amended] 

86. Section 809.30(a) is amended by 
changing the reference "Part 2" to read 
"Part 10". 


SUBCHAP;ER i—RADIOLOGICAL HEALTH 

PART 1003—NOTIFICATION OF DEFECTS 
OR FAILURE TO COMPLY 

§ 1003.11 l Amended 1 

87. Section 1003.11(a) is amended by 
changing the reference "Subpart F of 
Part 2" to read "Part 16". 

§ 1003.31 | Amended ] 

88. Section 1003.31(d) is amended by 
changing the reference "Subpart F of 
Part 2" to read "Part 16". 


PART 1004—REPURCHASE. REPAIRS, OR 
REPLACEMENT OF ELECTRONIC PROD 
UCTS 

§ 1001,6 (Amended] 

89. Section 1004.6 is amended by 
changing the reference "Subpart F of 
Part 2" to read "Part 16". 


SUBCHAPTER L—REGULATIONS UNDER CER¬ 
TAIN OTHER ACTS ADMINISTERED BY THE 
FOOO AND DRUG ADMINISTRATION 

PART 1210—REGULATIONS UNDER THE 
FEDERAL IMPORT MILK ACT 

§ 1210.30 1 Amended] 

90. Section 1210.30 is amended by 
changing the reference "Subpart F of 
Part 2" to read "Part 16". 

The changes being made are nonsub¬ 
stantive in nature and for this reason 
notice and public procedure are not pre¬ 
requisites to this promulgation. 

Effective date. These amendments 
shall be effective March 22,1977. 

Dated: March 14.1977. 

Joseph P. Hilk, 
Associate Commissioner 
for Compliance. 
|FR Doc.77 7952 Piled 3-21-77:8:45 am) 
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